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Presidential Documents

Executive Order 13713 of December 11, 2015

Half-Day Closing of Executive Departments and Agencies of
the Federal Government on Thursday, December 24, 2015

By the authority vested in me as President of the United States of America,
by the Constitution and the laws of the United States, it is hereby ordered
as follows:

Section 1. All executive branch departments and agencies of the Federal
Government shall be closed and their employees excused from duty for
the last half of the scheduled workday on Thursday, December 24, 2015,
the day before Christmas Day, except as provided in section 2 of this
order.

Sec. 2. The heads of executive branch departments and agencies may deter-
mine that certain offices and installations of their organizations, or parts
thereof, must remain open and that certain employees must remain on
duty for the full scheduled workday on December 24, 2015, for reasons
of national security, defense, or other public need.

Sec. 3. Thursday, December 24, 2015, shall be considered as falling within
the scope of Executive Order 11582 of February 11, 1971, and of 5 U.S.C.
5546 and 6103(b) and other similar statutes insofar as they relate to the
pay and leave of employees of the United States.

Sec. 4. The Director of the Office of Personnel Management shall take
such actions as may be necessary to implement this order.

Sec. 5. General Provisions. (a) This order shall be implemented consistent
with applicable law and subject to the availability of appropriations.
(b) Nothing in this order shall be construed to impair or otherwise affect:
(i) the authority granted by law to an executive department or agency,
or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget
relating to budgetary, administrative, or legislative proposals.



78118 Federal Register/Vol. 80, No. 241/Wednesday, December 16, 2015/ Presidential Documents

(c) This order is not intended to, and does not, create any right or benefit,
substantive or procedural, enforceable at law or in equity by any party
against the United States, its departments, agencies, or entities, its officers,
employees, or agents, or any other person.

THE WHITE HOUSE,
December 11, 2015.

[FR Doc. 2015-31749
Filed 12-15-15; 8:45 am]
Billing code 3295-F6-P
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE

Commodity Credit Corporation

7 CFR Part 1400
RIN 0560-AI31

Payment Limitation and Payment
Eligibility; Actively Engaged in
Farming

AGENCY: Commodity Credit Corporation,
USDA.

ACTION: Final rule.

SUMMARY: This rule changes the
requirements for a person to be
considered actively engaged in farming
for the purpose of payment eligibility
for certain Farm Service Agency (FSA)
and Commodity Credit Corporation
(CCQ) programs. Specifically, this rule
amends and clarifies the requirements
for a significant contribution of active
personal management to a farming
operation. These changes are required
by the Agricultural Act of 2014 (the
2014 Farm Bill). The provisions of this
rule do not apply to persons or entities
comprised entirely of family members.
The rule does not change the existing
regulations as they relate to
contributions of land, capital,
equipment, or labor, or the existing
regulations related to landowners with a
risk in the crop or to spouses. This rule
will apply to eligibility for payments
earned for the 2016 crop or program
year for farming operations with only
2016 spring planted crops, and to
eligibility for payments for the 2017 and
subsequent crop or program years for all
farming operations (those with either
spring or fall planted crops).

DATES: This rule is effective December
16, 2015.

FOR FURTHER INFORMATION CONTACT:
James Baxa; Telephone: (202) 720-7641.
Persons with disabilities who require
alternative means for communication

should contact the USDA Target Center
at (202) 720-2600 (voice).
SUPPLEMENTARY INFORMATION:

Overview

CCC programs managed by FSA,
specifically the Market Loan Gains
(MLG) and Loan Deficiency Payments
(LDP) associated with the Marketing
Assistance Loan (MAL) Program, the
Agriculture Risk Coverage (ARC)
Program, and the Price Loss Coverage
(PLC) Program, require that a person or
legal entity be “actively engaged in
farming” as a condition of eligibility for
payments. As specified in 7 CFR part
1400, a person or legal entity must
contribute: (1) Land, capital, or
equipment; and (2) active personal
labor, active personal management, or a
combination of active personal labor
and active personal management to be
considered ““actively engaged in
farming” for the purposes of payment
eligibility.

Section 1604 of the 2014 Farm Bill
(Pub. L. 113-79) requires the Secretary
of Agriculture to define in regulations
what constitutes a “significant
contribution of active personal
management” for the purpose of
payment eligibility. CCC published a
proposed rule in the Federal Register on
March 26, 2015, (80 FR 15916—-15921) to
implement the changes required by the
2014 Farm Bill. CCC received 95
comments on the proposed rule. The
comments and responses are discussed
later in this document. No major
changes are being made in response to
comments, because FSA has determined
that the comments support the
definitions and requirements for
“actively engaged in farming” specified
in the proposed rule and support
limiting eligibility for farm payments.
Also, there was no consensus amongst
the comments for any alternative
payment eligibility provisions that
would address the 2014 Farm Bill
requirements. FSA has made minor
changes from the proposed rule in this
final rule to respond to commenters’
requests for clarifications of certain
provisions.

As specified in the proposed rule, this
final rule amends 7 CFR part 1400 to
define what constitutes a significant
contribution of active personal
management and to revise the
requirements for active personal
management contributions. The 2014

Farm Bill also directed the Secretary to
consider the establishment of limits on
the number of persons per farming
operation who may be considered
actively engaged in farming based on a
significant contribution of active
personal management. Based on this
directive, a limit was established in the
proposed rule and this final rule
therefore amends 7 CFR part 1400 to set
a limit on the number of persons per
farming operation who may qualify as
actively engaged in farming based on a
significant contribution of active
personal management, or a combination
of active personal management and
active personal labor. The new
requirements and definitions are
specified in a new subpart G to 7 CFR
part 1400.

Exceptions for Entities Comprised
Solely of Family Members

As required by the 2014 Farm Bill, the
provisions of this rule do not apply to
farming operations comprised solely of
family members. This rule does not
revise the definition of “family
member.”” As specified in 7 CFR 1400.3,
a family member is ““a person to whom
another member in the farming
operation is related as a lineal ancestor,
lineal descendant, sibling, spouse, or
otherwise by marriage.” This definition
is consistent with 7 U.S.C. 1308, which
is the authority for the definition. FSA
handbooks further clarify that eligible
family members include: Great
grandparent, grandparent, parent, child,
including legally adopted children and
stepchildren, grandchild, great
grandchild, or a spouse or sibling of
family members.

In 7 CFR 1400.208, there are existing
provisions for family members to be
considered actively engaged in farming
by making a significant contribution of
active personal labor, or active personal
management, or a combination thereof,
to a farming operation comprised of a
majority of family members, without
making a contribution of land,
equipment, or capital. The new subpart
G does not change these provisions.

Existing Provisions and Exceptions for
Actively Engaged Requirements That
Are Not Changed

As specified in the current
regulations, there are exceptions to the
requirement that a person must
contribute labor or management to be
considered actively engaged in farming.
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These exceptions for certain landowners
and for spouses are not changed with
this rule. Specifically, a person or legal
entity that is a landowner who makes a
significant contribution of owned land
to the farming operation and receives
rent or income for such use of the land
based on the land’s production or the
operation’s operating results, and who
therefore shares a financial risk in the
crop (profit or loss is based on value of
crop and not from a fixed rent amount)
is considered to be actively engaged. A
landowner who meets that requirement
of sharing financial risk in the crop is
not required to contribute labor or
management to be considered actively
engaged in farming. If one spouse, or an
estate of a deceased spouse, is
considered to be actively engaged in
farming the other spouse is considered
to be actively engaged without making
a separate, additional contribution of
management or labor. The spouse
exemption as specified in the current
regulations applies regardless of
whether the other spouse has qualified
as actively engaged through a
contribution of management or labor or
as a landowner sharing risk in the crop.

The final rule specifies how persons
and legal entities comprised of
nonfamily members may be determined
eligible for payments, based on a
contribution of active personal
management made by persons with a
direct or indirect interest in the farming
operation. Payments made to persons or
legal entities are attributed to persons as
specified in 7 CFR 1400.105 and the
methods for attribution remain
unchanged with this rule.

Additional Requirements for Certain
Nonfamily General Partnerships and
Joint Ventures

The revised definition of what
constitutes a significant contribution of
active personal management in this rule
apply only to certain nonfamily farming
operations seeking to have more than
one person qualify as actively engaged
in farming by providing a significant
contribution of active personal
management. Such person is referred to
as a “farm manager” for the purposes of
this rule. This rule only applies to
farming operations structured as general
partnerships or joint ventures that seek
to qualify more than one farm manager.
The existing requirements that farming
operations supply information to FSA
county committees (COC) on each
member’s contribution or expected
contribution of labor or management
related to actively engaged
determinations remain unchanged and
continue to apply. However, each of the
members of farming operations subject

to this final rule that are determined to
be actively engaged in farming by their
contribution of active personal
management, or the contribution of the
combination of active personal labor
and active personal management, will
also be required to keep and provide a
management log.

For most farming operations that are
legal entities, such as corporations and
limited liability companies, adding an
additional member to the entity does
not affect the number of payment limits
available; it simply increases the
number of members that can share a
single $125,000 payment limit, should
such a limit be reached. But for general
partnerships and joint ventures, adding
another member to the operation can
provide the availability of an additional
$125,000 payment limit if the new
member meets the other eligibility
requirements, including being
determined as actively engaged in
farming. This potential for a farming
operation being able to qualify for
multiple payment limits provides an
opportunity to add members and to
have those members claim actively
engaged in farming status, each with an
additional and separate payment
limitation, especially for farming
operations earning annual program
payments in an amount close to or in
excess of the payment limitation.

For this reason, several additional
requirements now apply to nonfamily
farming operations seeking to qualify
more than one farm manager.
Specifically, in addition to the existing
requirements that farming operations
must provide information to FSA on
how each of their members qualify as
actively engaged based on a
contribution of labor, management,
land, capital, and equipment, a limit is
placed on the number of members of a
farming operation that can be qualified
as a farm manager. Also, an additional
recordkeeping requirement now applies
for each member of such farming
operations contributing any active
personal management. These additional
requirements also apply to individuals
requesting to qualify with a combination
of labor and management if their
farming operation is seeking to have
more than one farm manager
(combinations of labor and management
can qualify as actively engaged in
farming).

Number of Farm Managers That May
Qualify As Actively Engaged

This rule restricts the number of farm
managers to one person per farming
operation, with exceptions. Nonfamily
farming operations seeking only one
member to qualify as actively engaged

in farming with only a significant
contribution of management or a
combination of labor and management
(one farm manager) are not subject to
the new requirements of 7 CFR part
1400 subpart G. They are still, however,
subject to the existing requirements of
being actively engaged, as they were
prior to this rule. In other words, such
operations will continue to be subject to
the existing regulations in subparts A
and C of 7 CFR part 1400 that specify
the requirements to be considered
actively engaged in farming.

Any farming operation seeking two or
three farm managers must meet the
requirements of subpart G for all farm
managers in the farming operation,
including documenting that each of the
two (or three) individuals are actively
engaged in farming by their contribution
of active personal management (or a
combination of labor and management)
by the maintenance of the records or
logs discussed below for all the
members in the farming operation. If
one person of the farming operation
meets the requirements for being
actively engaged in farming by making
a contribution of active personal
management, and that farming operation
seeks to qualify an additional farm
manager, the farming operation must
meet the requirements that it is a large
operation or a complex operation as
specified in this rule. To qualify a total
of three farm managers, the operation is
required to meet the requirements
specified in this rule for both size and
complexity. In other words, a very large
farm operation that is not complex (for
example, one growing a single crop)
may only qualify for two farm managers,
not three. Under no circumstances is a
farming operation allowed to qualify
more than a total of three persons as
farm managers.

The default standard for what
constitutes a large farming operation is
an operation with crops on more than
2,500 acres (planted or prevented
planted) or honey or wool with more
than 10,000 hives or 3,500 ewes,
respectively. The acreage standard is
based on an analysis of responses to the
Agricultural Resource Management
Survey (ARMS) conducted by the USDA
Economic Research Service and
National Agricultural Statistics Service.
The results of that survey indicate that
on average, farms producing eligible
commodities that required more than
one full time manager equivalent (2,040
hours of management) had a size of
2,527 acres. (See http://
www.ers.usda.gov/data-products/arms-
farm-financial-and-crop-production-
practices.aspx for more information on
the survey.) The size standards for
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honey and wool did not have
comparable survey information
available. The honey standard for the
number of hives is based on the
beekeepers participating in 2011
through 2012 Emergency Assistance for
Livestock, Honey Bees, and Farm-Raised
Fish that met or exceeded the payment
limit. These large operations averaged
10,323 hives. The standard established
for sheep was based on industry
analysis that showed that operations
with 1,500 through 2,000 ewes could be
full time. The 3,500 ewes standard is
approximately double that threshold.
Each State FSA committee (STC) has
authority to modify these size standards
for their state based on the STC’s
determination of the relative size of
farming operations in the state by up to
15 percent (that is plus or minus 375
acres, 1,500 hives, or 525 ewes). In other
words, the standard in a particular state
may range from 2,125 acres to 2,875
acres; 8,500 to 11,500 hives; or 2,975 to
4,025 ewes. Any deviation from the
State level standards may only be
granted on a case by case basis by the
FSA Deputy Administrator for Farm
Programs (DAFP).

If a farming operation seeks an
additional farm manager based on the
complexity of the operation, such
operation must make a request to the
FSA state committee that demonstrates
complexity by addressing the factors
established in this rule. The complexity
factors specified in this rule take into
account the diversity of the operation
including the number of agricultural
commodities produced; whether
irrigation is used; the types of
agricultural crops produced such as
field, vegetable, or orchard crops; the
geographical area in which an operation
farms and produces agricultural
commodities; alternative marketing
channels (that is, fresh, wholesale,
farmers market, or organic); and other
aspects about the farming operation
such as the production of livestock,
types of livestock, and the various
livestock products produced and
marketed annually. The addition of a
second or third farm manager to be
considered actively engaged in farming
must be approved by the STC, and is
subject to review by DAFP. The final
review and concurrence by DAFP is
intended to ensure consistency and
fairness on a national level.

Records on the Performance of
Management Activities

As specified in this final rule, if a
farming operation seeks to qualify more
than one farm manager as actively
engaged in farming, then all persons
that provide any management to the

farming operation are required to
maintain contemporaneous records or
activity logs of their management
activities, including the management
activities that may not qualify as active
personal management under this rule.
Specifically, activity logs must include
information about the hours of
management performed for the farming
operation. While the recordkeeping
requirements under this rule are similar
to the current provisions at 7 CFR
1400.203 and 1400.204 in which
contributions must be identifiable and
documentable, and separate and distinct
from the contributions of other
members, these additional records or
logs must also include the location of
where the management activity was
performed (either on-site or remote) and
the time expended or duration of the
management activity performed. These
records and logs must be made available
if requested by the appropriate FSA
reviewing authority. If a person or
member initially determined as actively
engaged in farming by a represented
contribution of active personal
management to the farming operation
fails to provide these management
activity records within a reasonable
amount on time, usually 30 days, the
represented contribution of active
personal management will be
disregarded and the person’s eligibility
for payments will be re-determined.

Section 1604 of the Farm Bill requires
USDA to ensure that any additional
paperwork required by this rule be
limited only to persons in farming
operations who would be subject to this
rule. As described above, the additional
recording and recordkeeping
requirements of this rule only apply to
persons in farming operations that seek
to qualify more than one farm manager
as actively engaged in farming.

New Definition of Significant
Contribution of Active Personal
Management

The existing definition of a
“significant contribution” in 7 CFR
1400.3 specifies that for active personal
management, a significant contribution
includes ‘““activities that are critical to
the profitability of the farming
operation,” but that definition does not
specify what specific types of activities
are included, whether these activities
need to be direct actions and not passive
activities, and to what level or quantity
such activities must be performed to
achieve a level of significance.

This final rule specifies a new
definition of “significant contribution of
active personal management” that
applies only to non-family farming
operations that seek to qualify more

than one person as a farm manager.
Similar to the existing requirements in

7 CFR 1400.3 for a substantial amount
of active personal labor, the new
definition for a significant contribution
of active personal management requires
an annual contribution of 500 hours of
management, or at least 25 percent of
the total management required for that
operation. This final rule also adds a
new, more specific definition for “active
personal management” that includes a
list of critical management activities
that qualify as a significant contribution
if such activities are annually performed
to either of the minimum levels
established (500 hours or 25 percent of
the total management hours required for
the operation on an annual basis).

The new definition changes what
constitutes ““active personal
management” only for farm managers in
nonfamily farming operations seeking to
qualify two or three farm managers. The
requirements for such farm managers
clarify that eligible management
activities are critical actions performed
under one or more of the following
categories:

e Capital, land, and safety-net
programs: Arrange financing, manage
capital, acquire equipment, negotiate
land acquisition and leases, and manage
insurance or USDA program
participation;

e Labor: Hire and manage labor; and

¢ Agronomics and Marketing: Decide
which crop(s) to plant, purchase inputs,
manage crops, price crops, and market
crops or futures.

The management activities described
place emphasis on actions taken or
performed by the person directly for the
benefit and success of the farming
operation. Passive management
activities such as attendance of board
meetings or conference calls, or
watching commodity markets or input
markets (without making trades), are not
considered as making a significant
contribution of active personal
management. Only critical actions as
specified in the new definition of
“‘active personal management” are
counted towards the required hourly
threshold for a significant contribution
of active personal management.

As required by the 2014 Farm Bill, the
new definition and requirements in the
final rule take into account the size and
complexity of farming operations across
all parts of the country. The final rule
also takes into consideration all of the
actions of the farming operation
associated with the financing; crop
selection and planting decisions; land
acquisitions and retention of the land
assets for an extended period of time;
risk management and crop insurance
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decisions; purchases of inputs and
services; utilization of the most efficient
field practices; and prudent marketing
decisions. Furthermore, this new
definition takes into account
advancements in farming,
communication, and marketing
technologies that producers must avail
themselves to remain competitive and
economically viable operations in
today’s farming world.

Eligible management activities
include the activities required for the
farming operation as a whole, not just
activities for the programs to which the
“actively engaged in farming”
requirement applies. For example, if a
farming operation is participating in
ARC or PLC and using grain produced
under those programs to feed dairy
cattle, those management activities with
respect to the dairy component of the
operation can be considered for
eligibility purposes to qualify a farm
manager. Similarly, if a farming
operation receives MLG or LDPs on
some crops, but not on others, all the
management activities for all the crops
are considered for eligibility purposes.

The final rule clarifies that the
significant contribution of a person’s
active management may be used only to
qualify one person or legal entity in a
farming operation as meeting the
requirements of being actively engaged
in farming. For example, if members of
a joint operation are entities, one
person’s contribution will only count
toward qualifying one of the entities
(and not any other entity to which the
person belongs), as actively engaged in
farming.

Summary of Comments Received and
FSA Responses

The 60 day comment period on the
proposed rule ended May 26, 2015. CCC
received 95 comments on the proposed
rule. Comments were received from
individual farmers, members of the
public, slow food and sustainable
agriculture groups, environmental
groups, rural advocacy groups, the
USDA Office of the Inspector General,
an FSA employee, and groups
representing farmers and growers. Most
of the comments supported the idea of
restricting eligibility for farm payments,
but many of those supportive comments
also suggested additional restrictions on
eligibility. The rest of the comments,
primarily from groups representing
farmers and growers, did not support
restricting eligibility for farm payments
based on active contribution of
management, or suggested that
additional persons be made eligible for
payment.

Many of the suggestions to further
restrict farm program payments were
out of scope or exceed FSA’s authority.
For example, some commenters objected
to the family member operation
exemption that is required by the 2014
Farm Bill. The suggestion of one
payment limit per farm, no exceptions,
would eliminate the spouse exemption
for actively engaged in farming, which
FSA does not have authority to change.
Other suggestions were good ideas that
are already addressed by existing
regulations. For example, the attribution
rules already specified in 7 CFR part
1400 prevent one person from earning
multiple payment limitations based on
their participation in multiple farming
enterprises.

The following discussion summarizes
the issues raised by commenters, and
FSA’s responses to those comments as
reflected in this rule:

Family Members and Family Farm
Exemptions

Comment: The new requirements on
the contribution of active personal
management should be applied to all
farming operations including family
operations as a matter of clarity and
equity.

Response: Section 1604(c) of the 2014
Farm Bill specifically states that any
revisions to the actively engaged in
farming provisions will not apply to
farming operations comprised entirely
of family members. Therefore, no
change to the rule is made in response
to this comment.

Comment: The definition of family
member should be extended an
additional generation to great great
grandchildren.

Response: If such a familial
relationship of great great grandparent
and great great grandchild is
represented between members in the
same farming operation, who are both
currently members at the same time of
such farming operation, this would fall
under the existing definition of family
member because the great great
grandchild is a lineal descendant of the
great great grandparent and would
therefore be recognized as such by the
FSA reviewing authority. No revision to
the rule or handbooks is needed to
accommodate five generations within
the same farming operation in the
application of this rule.

Comment: FSA should interpret the
definition of family member to include
cousins, nieces, nephews, aunts, and
uncles. While not lineal descendants, an
extended family relationship exists
between such individuals that many
times are involved in the same farming
operations.

Response: The existing definition of
family member in 7 U.S.C. 1308 is
centered on the term lineal descendant.
FSA does not have authority to revise
the current definition of family member
in 7 CFR part 1400 and therefore,
cousin, niece, nephew, aunt, and uncle
will not be included or considered to be
included as a family member under the
current definition. No change is made to
the definition of “family member.”

Comment: The changing legal
landscape regarding definitions of
marriage, and the effect, if any, it has on
the related definitions within the rule,
should be considered for this rule.

Response: The text in 7 CFR part 1400
refers only to “spouse” and has no
reference to husbands or wives. No
revisions to the regulations are
necessary to address the issue of
marriage equality.

Comment: Given the importance now
placed on family members for
operations to meet specific payment
eligibility requirements, clarification is
needed regarding the continuity of a
farming operation’s eligibility and the
immediate consequences of unplanned
events such as death, incapacitation, or
forced retirement of a family member
that otherwise negates this family
relationship amongst all members. (For
example, a grandparent retires from the
operation, and one of the grandchildren
remaining is a cousin but not a lineal
descendent or sibling of any other
remaining members.) Furthermore, FSA
should consider a “grandfather clause”
for existing members of a family farming
operation (non-lineal descendants) that
have succeeded former members due to
death or retirement of a parent or
grandparent.

Response: Current regulation and FSA
policy as specified in the handbooks
provide that if an individual is
determined to be actively engaged in
farming and is otherwise eligible to
receive program benefits subsequently
dies or becomes incapacitated and is no
longer able to make contributions to the
farming operation, that person is
considered to be actively engaged in
farming and eligible for the duration of
the program year. Consistent with this
policy, eligibility determinations for a
farming operation and its members for
a specific program year, and that are
dependent upon the family member
exemption, will remain effective for the
entire program year regardless of when
the death, disability, or incapacitation of
a family member occurred during the
same program year. Then, for the
following program year, new
determinations for payment eligibility
and payment limitation purposes will
be made by FSA based on the
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representations made by the farming
operation, and its members, and
applicable rules in effect at that time.

Regarding “grandfathering” existing
members of a farming operation, as
noted above, the eligibility of a
particular person or operation is
effective for a program year. No other
accommodations for additional years
will be adopted or allowed based on the
historical relationship of an operation’s
former members, because we do not
have the authority to do so. The
definition of “family member” as
specified in 7 U.S.C. 1308 specifies that
a family member is one to whom “‘a
member in the farming operation is
related as lineal ancestor, lineal
descendant, sibling, spouse, or
otherwise by marriage.”” The plain
language meaning of the authority is
that a family member is one who is
currently related to another member of
the farming operation, and does not
include a historical relationship for one
who was related to someone who was
formerly in the farming operation.
Therefore, no change to the rule is made
in response to this comment.

Implementation Timing

Comment: If the rule is making the
changes in requirements for certain
producers’ eligibility effective for the
2016 crop year, we will have only a few
months to potentially reorganize a farm
operation to come into compliance. The
effective date for the implementation of
all changes to the actively engaged in
farming provisions should be postponed
until at least the 2017 crop year.

Response: There is no requirement
that a farm operation needs to be
reorganized to come into compliance
with the rule changes; the rule changes
how many payment limitations the
farming operation may qualify for based
on managers’ activities and the size and
complexity of the farming operation. We
have considered the implementation
timing and made a change in the in
response to this comment and will make
the rule effective for the 2016 crop year
for producers who only have spring
planted covered crops and loan
commodity crops and effective for the
2017 crop year for producers who have
both spring and fall planted covered
crops and loan commodity crops.

Definitions

Comment: Although we are in
agreement to FSA’s new definition of
active person management and the
categories of management activities,
FSA should include all of the
management activities found in the Joint
Explanatory Statement of the Committee
of Conference (commonly referred to as

the Managers’ Report) on the 2014 Farm
Bill.

Response: FSA handbook instructions
will be revised to include a list of all
eligible management activities. The rule
specifies the categories, and the
handbook provides more details, so the
categories are applied consistently.
Therefore, no change to the rule is made
in response to this comment.

Comment: The phrase “critical to the
profitability of a farming operation”
used in the description of a significant
contribution of active person
management should be defined in the
final rule.

Response: The proposed rule outlined
the three specific categories of
management activities that will be
considered as a contribution of active
personal management and used in
determining whether the person or
member has made a significant
contribution of active personal
management. Although not explicitly
stated, it must be understood that to be
successful in farming, the timing of
those management activities is critical
and the failure to make a management
decision or failing to take a management
action, may make a difference in a
farming operation remaining viable. So
unless those specific management
activities are timely completed by the
person or member of a farming
operation, the person or member will
not only be considered to not meet the
requirements to be determined actively
engaged in farming, but also that such
a failure of the person or member to
timely perform the specified
management activities would adversely
affect the viability and continued
existence of the farming operation itself.
Therefore, we believe that the term
critical is being used in the normal
dictionary definition and an additional
regulatory definition is not necessary.

Comment: Rather than 500 hours or at
least 25 percent of the total management
needed for the farming operation, the
new measurable standard for
management should be increased to
1,000 hours or 50 percent, equal to the
existing labor contribution requirement.

Response: Various proposals and
concepts were considered in the
development of this rule, including a
minimum level of interest a person must
hold in a farming operation before the
person could qualify as actively engaged
in farming with only an active personal
management contribution, a weighted
ranking of critical activities performed,
Internal Revenue Service tax code
requirements for a person to be
considered a material participant in a
business to claim a percentage of profit
or loss from the business for personal

income tax purposes, ARMS data of
average size farming operations, and a
higher hourly threshold, such the
current hourly standard for active
personal labor. The 500 hour or 25
percent standard was chosen because
the ARMS found that generally in a
farming operation, at least twice the
amount of hours is devoted to labor
activities as compared to the
performance of actual management
activities. Therefore, we are not making
a change in the regulation in response
to this comment.

Comment: A numerical standard is
not suitable to be applied at all to the
performance of management activities.

Response: The Managers’ Report on
the 2014 Farm Bill specifically directed
the Secretary in implementing Section
1604 to develop clear and objective
standards that can easily be measured
and accounted for by members of the
farming operation. In the absence of a
consensus on an alternative standard for
measuring a management contribution,
the numerical standard from the
proposed rule was adopted in the final
rule. A numerical standard meets the
requirements for being clear and
objective, as well as easily measured
and accounted for. Therefore, we are not
making a change in the regulation.

Comment: An equitable, measurable
standard of significance should be one
that combines both labor and
management contributions due to the
difficulty at times of deciding whether
an activity or action is labor or
management.

Response: We have revised the rule in
response to this comment to address the
issue of a combined significant
contribution of management and labor
for farming operations that are subject to
the new Subpart G. The existing
regulations in 1400.3(b)(4) specify how
such a combined significant
contribution can meet the requirements
of actively engaged in farming for
operations that are not subject to new
subpart G, where the activity is
primarily labor or primarily
management. This rule specifies a new
measurable standard for a significant
contribution of the combination of
active personal labor and active
personal management to a farming
operation that is subject to subpart G
that takes into account the reality of
most farming operations where a person
or member contributes not just labor or
just management, but contributes a
combination of both.

The new standard for a contribution
of the combination of active personal
labor and active personal management
balances these realities and establishes
a minimum hourly requirement based
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on the existing hourly standard for a
significant contribution of active
personal labor of 1,000 hours and the
new hourly standard adopted for a
significant contribution of active
personal management of 500 hours.
However, the threshold for a significant
contribution of combined labor and
management is based on the
proportionate share of the person’s or
member’s combined contribution of
both labor and management activities
performed. Accordingly, under a
combination of labor and management,
the labor contribution is counted
towards the existing 1,000 hours
threshold for labor, and the management
contribution is counted towards the 500

hours threshold for management.
Because the rule establishes a combined
limit for the combination of both labor
and management, the minimum
contribution amounts for each
component are less than their
individual limits if such determination
would be made based on their sole
contribution of labor (1000 hours) or
management (500 hours) alone and the
contributions under the combination are
weighted to the activity that is greatest.
There are 5 total hourly thresholds for
a significant contribution of the
combination of labor and management,
based on a prorated combination of each
type of contribution. For example, a
combined contribution where the

majority of the contribution is
management is measured against a 550
total hour threshold that is weighted
towards the 500 hour standard for
management, whereas a combined
contribution where the majority of the
contribution is labor is measured against
a 950 total hour threshold that is
weighted toward the 1,000 hours
required for a significant contribution of
labor.

The following table specifies the
hourly thresholds for the combined
contribution of active personal labor
and active personal management based
on the proportionate share of both labor
and management activities reported.

COMBINATION OF ACTIVE PERSONAL LABOR AND ACTIVE PERSONAL MANAGEMENT MINIMUM REQUIREMENT FOR A

SIGNIFICANT CONTRIBUTION
[In hours]

Management contribution in hours

Labor contribution in hours

Meets the minimum
threshold for significant
contribution, in hours

550
550
650
650
750
750
750
850
850
850
850
850
850
950
950
950
950
950
950

Under these weighted thresholds, two
contributions of the same total
contributed number of hours could have
a different result, as it will depend upon
how many hours of such total
contribution are management and how
many are labor. For example, a total
combined contribution of 650 hours
consisting of 250 hours of management
and 400 hours of labor would not
qualify as a significant contribution,
whereas a total combined contribution
of 650 hours consisting of 400 hours of
management and 250 hours of labor
would qualify as a significant
contribution.

This standard will apply to each
person that a farming operation requests
to qualify as actively engaged in farming
by making a significant contribution of
the combination of labor and

management, rather than only a
significant contribution of management.

This rule treats a combination of labor
and management as a subset of the
manager requirements. This new
provision to clarify a combined
significant contribution does not change
the limit of three farm managers. As part
of an entity seeking more than one
payment limit for management, those
farm managers qualifying because of a
combination of labor and management
are also covered by the new definition
and recordkeeping requirements. In no
case may more than three persons per
farming operation qualify as actively
engaged in farming based on a
contribution of active personal
management or a combination of labor
and management activities.

Comment: Section 1604 of the 2014
Farm Bill prohibits FSA from making

changes or revisions to any of the
existing regulations other than for the
contribution of active personal
management.

Response: That is correct, and this
rule does not change the measurable
standard for the significant contribution
of active personal labor, which remains
at 1,000 hours or 50 percent of the labor
required for the operation. The statute is
clear and this rule changes the
regulations only for a contribution of
active personal management, including
for a significant contribution of
combined labor and management. The
regulations that apply solely to a
contribution of labor have not changed.

Restrictions on Active Personal
Management Contributions

Comment: No restriction should be
placed on the number of persons that a
farming operation is allowed to qualify
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as actively engaged in farming with the
significant contribution of management
and no labor.

Response: Section 1604 of the 2014
Farm Bill directs the Secretary to
consider placing limits on the number
of persons in a farming operation that
may qualify as actively engaged in
farming by only contributing
management. Having no restriction
would not address Section 1604. We
considered various options while
developing the proposed rule. As
explained in the proposed rule, one
option considered was a strict limit of
one farm manager; however, we
determined that it was reasonable to
provide an option for a second and third
farm manager in specific circumstances.
The adoption of this restriction or limit
addresses the 2014 Farm Bill provision
while providing flexibility for large or
complex operations. Therefore, no
change to the rule is made in response
to this comment.

Comment: There should be only one
additional manager, period, the same as
included in the House and Senate farm
bills. The total payment limit for a farm
should be decoupled from the number
of managers by setting a strict limit of
one manager.

Related comment: A non-family farm
operation should not be allowed to
exceed two eligible managers under any
scenario.

Response: Consideration was given to
allowing only one manager, or two
managers, per non-family farming
operation for all circumstances.
However, the 2014 Farm Bill contained
requirements that consideration be
given to other factors such as operation
size and operation complexity. The
decision was made to allow up to a total
of three managers, but only with
documentation of the need for the
additional managers, based on both
operation size and complexity.
Therefore, no change to the rule is made
in response to these comments.

Comment: Restricting the number of
managers completely negates the new
definition of active personal
management, and the removal of this
restriction would provide flexibility for
operations to adjust to the new
management requirements and lessen
the impact of implementation.

Response: The new limit of one farm
manager with exceptions for up to three
farm managers is flexible and recognizes
that many diverse farming operations
and farming practices are in existence
today and may require multiple persons
in farm management roles. Therefore, no
change to the rule is made in response
to this comment.

Comment: The standards for the
allowance of additional managing
members based in the operation’s size
and complexity are a recipe for abuse,
permissiveness, and inconsistent
application by COCs and STCs.

Response: All COC and STC
recommendations for variances to the
established standards for operation size
and complexity, and all approvals of
requests for additional managing
members in a farming operation, are
subject to approval and concurrence by
DAFP before implementation. In
addition, there will be no instances in
which more than three farm managers
per operation will be allowed by DAFP.
Therefore, no change to the rule is made
in response to this comment.

Comment: The new restriction of one
contribution qualifies only one person
or member in the farming operation is
unreasonable because for liability or
other purposes, a non-family manager
may need to spread his or her
management contributions over more
than one entity or member to make all
of them eligible for payment.

Response: In this rule, one person’s
contribution of active personal
management or a combination of
management and labor can only qualify
only one person or one legal entity as
actively engaged. Aside from the
spousal provision for actively engaged
in farming that allows one spouse’s
actions to be used to qualify the other
spouse as actively engaged, we have no
statutory authority to permit the
contributions of one person to qualify
additional persons and legal entities
that represent multiple payment
limitations in the same farming
operation. Furthermore, without this
restriction, the tracking and
measurement of actual contributions of
labor or management being made to a
farming operation would be difficult, if
not elusive, to determine to any
measurable level or degree of risk.
Therefore, we are not making a change
in the regulation.

Recordkeeping Requirements

Comment: The requirement to keep a
written log of the performance of
management activities should be
eliminated on the premise that such
records would be overly burdensome to
the members, disruptive to the
workflow, and too expensive for an
operation to maintain.

Response: With the implementation of
a measurable standard for the
contribution of active personal
management in hours or percentage of
total hours expended in the farming
operation, a written record or log of the
performance of management activities is

required from all members. These
records are essential to enable county
and State FSA committees to determine
whether or not a significant contribution
of specific management activities was
performed to at least the minimum level
necessary to qualify as a significant
contribution as defined. Furthermore,
the implementation of a measurable
standard is meaningless in the absence
of actual documentation to verify that
the minimum level of the standard
established has been met by the person
who represents as meeting the standard.
The new recordkeeping requirements
apply only to joint operations and legal
entities comprised of non-family
members that are seeking to qualify
more than one farm manager. Therefore,
we are not making a change in the
regulation.

Comment: The 2014 Farm Bill had a
provision that FSA develop and
implement a plan to monitor
compliance reviews to ensure
producers’ compliance to the provisions
of part 1400. Why was that not
specifically in the rule?

Response: This requirement was
already met prior to the implementation
of the 2014 Farm Bill. FSA implemented
an automated tracking system to record
compliance review results and to
monitor completion of compliance
reviews in 2012. Review results and
progress on the completion of
compliance reviews for the 2009
through 2013 program years are
currently being tracked. The United
States Government Accountability
Office (GAO) used FSA'’s tracking
system in completion of the most recent
audit of payment eligibility and
payment limitation provisions (GAO
13-781, “Farm Programs: Changes Are
Needed to Eligibility Requirements for
Being Actively Involved in Farming,”
September 2013). The current
regulations in 7 CFR 1400.2(h) already
specify that compliance reviews of
farming operations and corresponding
documentation may be conducted at any
time.

To address this comment and further
clarify the compliance review process,
this final rule adds a new provision to
7 CFR 1400.2 to specify that the Deputy
Administrator will periodically monitor
the status of completion of the assigned
compliance reviews, and take any
actions deemed appropriate to ensure
the timely completion of the reviews for
payment eligibility and payment
limitation compliance purposes.

General Comments

Comment: This rule removes certain
flexibilities to where many farm families
will become less sustainable to the point
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that they may lose their ability to
participate in farm programs.

Response: It is unclear how limiting
the number of persons who may qualify
for payment based solely on
management will in any way reduce the
sustainability of family farms.
Furthermore, family farming operations
are exempt from this rule. Therefore, no
change to the rule is made in response
to this comment.

Comment: Farm policy must seriously
address the aging farmer crisis and
effective payment caps are one tool
USDA has to address this issue.

Response: Payment limits have been
in place since the 1970s, and are not
changed with this rule. The eligibility
requirements for the receipt of farm
program payments have been made
more restrictive with each successive
legislation to date. FSA does not have
authority to modify the current payment
limitations below what is specified in
the 2014 Farm Bill. We have outreach
programs that target beginning farmers,
and many of our programs have special
provisions, such as fee waivers, to
encourage beginning farmers.

Comment: Lax payment limits allow
big farms to outbid beginning farmers
for land and leases. Limit or restrict the
issuance of program payments to new
and small farm operators only.

Response: FSA does not have
authority to implement such a
restriction. However, the average
Adjusted Gross Income (AGI) provisions
first implemented under the Farm
Security and Rural Investment Act of
2002 (Pub. L. 107-171, generally
referred to as the 2002 Farm Bill) and
that remain, as amended by subsequent
legislation, do restrict the payment
eligibility of recipients with incomes
above the specified AGI levels. As
specified in 7 CFR 1400, persons with
an AGI above the limit are not eligible
for payments or benefits under ARC and
PLC, price support programs including
MAL and LDP, the Conservation
Reserve Program, the Noninsured Crop
Disaster Assistance Program, most FSA
disaster assistance programs, and some
conservation programs operated by the
Natural Resources Conservation Service.
Therefore, no change to the rule is made
in response to this comment.

Comment: Require any operation that
reorganizes to qualify for the family
farm exemption to wait 5 years
following the effective date of this rule
to qualify for the exemption.

Response: The 2014 Farm Bill does
not authorize such a provision. The
2014 Farm Bill requires that this rule
not apply to any farming operation
comprised entirely of family members,
and with no such waiting period.

Therefore, no change to the rule is made
in response to this comment.

Comment: FSA’s failure to evaluate
the effects of this proposal on the
environment would violate the National
Environmental Policy Act (NEPA, 42
U.S.C. 4321-4347), current FSA
regulations, and would be arbitrary,
capricious, an abuse of discretion, and
contrary to the law under the
Administrative Procedure Act (5 U.S.C.
553).

Response: FSA has evaluated the
effects of this proposal and determined
that this final rule does not constitute a
major Federal action that would
significantly affect the quality of the
human environment, individually or
cumulatively. Therefore, FSA will not
prepare an environmental assessment or
environmental impact statement for this
regulatory action.

Effective Date

The Administrative Procedure Act (5
U.S.C. 553) provides generally that
before rules are issued by Government
agencies, the rule is required to be
published in the Federal Register, and
the required publication of a substantive
rule is to be not less than 30 days before
its effective date. One of the exceptions
is when the agency finds good cause for
not delaying the effective date.
Subsection 1601(c)(2) of the 2014 Farm
Bill makes this final rule exempt from
notice and comment. Therefore, using
the administrative procedure provisions
in 5 U.S.C. 553, FSA finds that there is
good cause for making this rule effective
less than 30 days after publication in the
Federal Register. This rule allows FSA
to make the changes to the actively
engaged regulations in time for the new
2016 program year. Therefore, this final
rule is effective when published in the
Federal Register.

Executive Orders 12866 and 13563

Executive Order 12866, ‘‘Regulatory
Planning and Review,” and Executive
Order 13563, “Improving Regulation
and Regulatory Review,” direct agencies
to assess all costs and benefits of
available regulatory alternatives and, if
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity). Executive Order 13563
emphasizes the importance of
quantifying both costs and benefits, of
reducing costs, of harmonizing rules,
and of promoting flexibility.

The Office of Management and Budget
(OMB) designated this rule as
significant under Executive Order
12866, “Regulatory Planning and

Review,” and therefore, OMB has
reviewed this rule. The costs and
benefits of this final rule are
summarized below. The full cost benefit
analysis is available on regulations.gov.

Summary of Economic Impacts

About 3,200 joint operations could
lose eligibility for around $106 million
in total crop year 2016 to 2018 benefits
from the PLC, ARG, and MAL Programs.
The largest savings, around $38 million,
are projected for both the 2016 and 2017
crops (note that the exemption for
operations with fall plantings ends with
the 2016 crops). Savings are projected to
decline to around $29 million for the
2018 crop if prices improve, and in that
case, producers would be eligible for
lower benefits from the MAL, LDP,
ARC, and PLC Programs, independent of
the requirements of this rule. These
savings can also be viewed as a cost of
this rule for producers. This rule does
not change the payment limit per
person, which is a joint $125,000 for the
applicable programs. As specified in the
current regulations, the payment limits
apply to general partnerships and joint
ventures (collectively referred to as joint
operations) based on the number of
eligible partners in the joint operation;
each partner may qualify the joint
operation for a payment of up to
$125,000. In other words, each person
in the joint operation who loses
eligibility due to this rule will lose
eligibility for up to $125,000 in
payments for the joint operation.

Other types of entities (such as
corporations and limited liability
companies) that share a single payment
limit of $125,000, regardless of their
number of owners, would not have their
payments reduced by this rule. Each
owner must contribute management or
labor to the operation to qualify the
operation to receive the member’s share
of the single payment limit.

No entities comprised solely of family
members will be impacted by this rule.

If commodity prices are sufficiently
high that few producers are eligible for
any benefits, the costs of this rule to
producers (and savings to USDA) would
be less, possibly even zero. That is, if
very few joint operations were to earn
farm program payments due to high
commodity prices, limiting eligibility on
the basis of management contributions
would not have much impact.
Government costs for implementing this
rule are expected to be minimal ($0.4
million). The applicable joint
operations’ opportunity costs associated
with keeping management logs over the
course of each year are expected to be
about $7 million, but that amount could
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decline over time as managers
standardize their recordkeeping.

Regulatory Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601-612), as amended by the
Small Business Regulatory Enforcement
Fairness Act of 1996 (SBREFA),
generally requires an agency to prepare
a regulatory analysis of any rule
whenever an agency is required by APA
or any other law to publish a rule,
unless the agency certifies that the rule
will not have a significant economic
impact on a substantial number of small
entities. This final rule will not have a
significant impact on a substantial
number of small entities. The farming
operations of small entities generally do
not have multiple members that
contribute only active personal
management to meet the requirements
of actively engaged in farming.

Environmental Review

The environmental impacts of this
final rule have been considered in a
manner consistent with the provisions
of NEPA, the regulations of the Council
on Environmental Quality (40 CFR parts
1500-1508), and the FSA regulations for
compliance with NEPA (7 CFR part
799). The Agricultural Act of 2014 (the
2014 Farm Bill) requires that USDA
publish a regulation to specifically
define a “‘significant contribution of
active personal management” for the
purposes of determining payment
eligibility. This regulation clarifies the
activities that qualify as active personal
management and the recordkeeping
requirements to document eligible
management activities. This rule is
making a mandatory administrative
clarification. As such, FSA has
determined that this final rule does not
constitute a major Federal action that
would significantly affect the quality of
the human environment, individually or
cumulatively. Therefore, FSA will not
prepare an environmental assessment or
environmental impact statement for this
regulatory action.

Executive Order 12372

Executive Order 12372,
“Intergovernmental Review of Federal
Programs,” requires consultation with
State and local officials that would be
directly affected by proposed Federal
financial assistance. The objectives of
the Executive Order are to foster an
intergovernmental partnership and a
strengthened Federalism, by relying on
State and local processes for State and
local government coordination and
review of proposed Federal financial
assistance and direct Federal
development. For reasons specified in

the final rule related notice regarding 7
CFR part 3015, subpart V (48 FR 29115,
June 24, 1983), the programs and
activities in this rule are excluded from
the scope of Executive Order 12372.

Executive Order 12988

This final rule has been reviewed
under Executive Order 12988, ““Civil
Justice Reform.” This rule will not
preempt State or local laws, regulations,
or policies unless they represent an
irreconcilable conflict with this rule.
This rule will not have retroactive
effect. Before any judicial actions may
be brought regarding the provisions of
this rule, the administrative appeal
provisions of 7 CFR parts 11 and 780 are
to be exhausted.

Executive Order 13132

This final rule has been reviewed
under Executive Order 13132,
“Federalism.” The policies contained in
this rule would not have any substantial
direct effect on States, on the
relationship between the Federal
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, except as required
by law. Nor would this rule impose
substantial direct compliance costs on
State and local governments. Therefore
consultation with the States is not
required.

Executive Order 13175

This final rule has been reviewed in
accordance with the requirements of
Executive Order 13175, “Consultation
and Coordination with Indian Tribal
Governments.” Executive Order 13175
requires Federal agencies to consult and
coordinate with tribes on a government-
to-government basis on policies that
have tribal implications, including
regulations, legislative comments or
proposed legislation, and other policy
statements or actions that have
substantial direct effects on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes.

FSA has assessed the impact of this
final rule on Indian tribes and
determined that this rule would not, to
our knowledge, have tribal implications
that require tribal consultation under
Executive Order 13175. If a Tribe
requests consultation, FSA will work
with the USDA Office of Tribal
Relations to ensure meaningful
consultation is provided where changes,
additions, and modifications identified
in this rule are not expressly mandated
by the 2014 Farm Bill.

Unfunded Mandates

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA, Pub. L.
104—4) requires Federal agencies to
assess the effects of their regulatory
actions on State, local, and Tribal
governments or the private sector.
Agencies generally must prepare a
written statement, including cost
benefits analysis, for proposed and final
rules with Federal mandates that may
result in expenditures of $100 million or
more in any 1 year for State, local or
Tribal governments, in the aggregate, or
to the private sector. UMRA generally
requires agencies to consider
alternatives and adopt the more cost
effective or least burdensome alternative
that achieves the objectives of the rule.
This final rule contains no Federal
mandates, as defined in Title I of
UMRA, for State, local and Tribal
governments or the private sector.
Therefore, this rule is not subject to the
requirements of sections 202 and 205 of
UMRA.

Federal Domestic Assistance Programs

The title and number of the programs
in the Catalog of Federal Domestic
Assistance to which this rules applies
are: 10.051 Commodity Loans and Loan
Deficiency Payments; 10.112 Price Loss
Coverage; and 10.113 Agriculture Risk
Coverage.

Paperwork Reduction Act

The regulations in this final rule are
exempt from requirements of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35), as specified in Section
1601(c)(2)(B) of the 2014 Farm Bill,
which provides that these regulations be
promulgated and administered without
regard to the Paperwork Reduction Act.
Section 1604 of the Farm Bill requires
us to ensure that any additional
paperwork required by this rule be
limited only to persons who are subject
to this rule. The additional recording
and recordkeeping requirements of this
final rule will only apply to persons
who are claiming eligibility for
payments based on a significant
contribution of active personal
management or a combination of labor
and management to the farming
operation.

E-Government Act Compliance

FSA is committed to complying with
the E-Government Act, to promote the
use of the Internet and other
information technologies to provide
increased opportunities for citizen
access to Government information and
services, and for other purposes.
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List of Subjects in 7 CFR Part 1400

Agriculture, Loan programs-
agriculture, Conservation, Price support
programs.

For the reasons discussed above, CCC
amends 7 CFR part 1400 as follows:

PART 1400—PAYMENT LIMITATION
AND PAYMENT ELIGIBILITY

m 1. The authority citation for part 1400
continues to read as follows:

Authority: 7 U.S.C. 1308, 1308—1, 1308-2,
1308-3, 1308-3a, 1308—4, and 1308-5.

§1400.1 [Amended]

m 2.In §1400.1(a)(8), remove the words
“C and D” and add the words “C, D, and
G” in their place.

m 3. Amend § 1400.2 by adding
paragraph (i) to read as follows:

§1400.2 Administration

* * * * *

(i) The Deputy Administrator will
periodically monitor the status of
completion of assigned compliance
reviews and take any actions deemed
appropriate to ensure timely completion
of reviews for payment eligibility and
payment limitation compliance
purposes.

m 4. Add subpart G to read as follows:

Subpart G—Additional Payment Eligibility
Provisions for Joint Operations and Legal
Entities Comprised of Non-Family Members
or Partners, Stockholders, or Persons With
an Ownership Interest in the Farming
Operation

Sec.

1400.600 Applicability.

1400.601 Definitions.

1400.602 Restrictions on active personal
management contributions.

1400.603 Recordkeeping requirements.

Subpart G—Additional Payment
Eligibility Provisions for Joint
Operations and Legal Entities
Comprised of Non-Family Members or
Partners, Stockholders, or Persons
With an Ownership Interest in the
Farming Operation

§1400.600 Applicability.

(a) This subpart is applicable to all of
the programs as specified in § 1400.1
and any other programs as specified in
individual program regulations.

(b) The requirements of this subpart
will apply to farming operations for FSA
program payment eligibility and
limitation purposes as specified in
subparts B and C of this part.

(c) The requirements of this subpart
do not apply to farming operations
specified in paragraph (b) of this section
if either:

(1) All persons who are partners,
stockholders, or persons with an
ownership interest in the farming
operation or of any entity that is a
member of the farming operation are
family members as defined in § 1400.3;
or

(2) The farming operation is seeking
to qualify only one person as making a
significant contribution of active
personal management, or a significant
contribution of the combination of
active personal labor and active
personal management, for the purposes
of qualifying only one person or entity
as actively engaged in farming.

§1400.601 Definitions.

(a) The terms defined in § 1400.3 are
applicable to this subpart and all
documents issued in accordance with
this part, except as otherwise provided
in this section.

(b) The following definitions are also
applicable to this subpart:

Active personal management means
personally providing and participating
in management activities considered
critical to the profitability of the farming
operation and performed under one or
more of the following categories:

(i) Capital, which includes:

(A) Arranging financing and managing
capital;

(B) Acquiring equipment;

(C) Acquiring land and negotiating
leases;

(D) Managing insurance; and

(E) Managing participation in USDA
programs;

(ii) Labor, which includes hiring and
managing of hired labor; and

(iii) Agronomics and marketing,
which includes:

(A) Selecting crops and making
planting decisions;

(B) Acquiring and purchasing crop
inputs;

(C) Managing crops (that is, whatever
managerial decisions are needed with
respect to keeping the growing crops
living and healthy—soil fertility and
fertilization, weed control, insect
control, irrigation if applicable) and
making harvest decisions; and

(D) Pricing and marketing of crop
production.

Significant contribution of active
personal management means active
personal management activities
performed by a person, with a direct or
indirect ownership interest in the
farming operation, on a regular,
continuous, and substantial basis to the
farming operation, and meets at least
one of the following to be considered
significant:

(i) Performs at least 25 percent of the
total management hours required for the
farming operation on an annual basis; or

(i) Performs at least 500 hours of
management annually for the farming
operation.

Significant contribution of the
combination of active personal labor
and active personal management means
a contribution of a combination of active
personal labor and active personal
management that:

(i) Is critical to the profitability of the
farming operation;

(ii) Is performed on a regular,
continuous, and substantial basis; and

(iii) Meets the following required
number of hours:

COMBINATION OF ACTIVE PERSONAL LABOR AND ACTIVE PERSONAL MANAGEMENT MINIMUM REQUIREMENT FOR A

SIGNIFICANT CONTRIBUTION
[In hours]

Management contribution in hours

Labor contribution in hours

Meets the minimum
threshold for significant
contribution, in hours

550
550
650
650
750
750
750
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COMBINATION OF ACTIVE PERSONAL LABOR AND ACTIVE PERSONAL MANAGEMENT MINIMUM REQUIREMENT FOR A

SIGNIFICANT CONTRIBUTION—Continued

[In hours]

Management contribution in hours

Labor contribution in hours

Meets the minimum
threshold for significant
contribution, in hours

850
850
850
850
850
850
950
950
950
950
950
950

§1400.602 Restrictions on active personal
management contributions.

(a) If a farming operation includes any
nonfamily members as specified under
the provisions of § 1400.201(b)(2) and
(3) and the farming operation is seeking
to qualify more than one person as
providing a significant contribution of
active personal management, or a
significant contribution of the
combination of active personal labor
and active personal management, then:

(1) Each such person must maintain
contemporaneous records or logs as
specified in § 1400.603; and

(2) Subject to paragraph (b) of this
section, if the farming operation seeks
not more than one additional person to
qualify as providing a significant
contribution of active personal
management, or a significant
contribution of the combination of
active personal labor and active
personal management, because the
operation is large, then the operation
may qualify for one such additional
person if the farming operation:

(i) Produces and markets crops on
2,500 acres or more of cropland;

(ii) Produces honey with more than
10,000 hives; or

(iii) Produces wool with more than
3,500 ewes; and

(3) If the farming operation seeks not
more than one additional person to
qualify as providing a significant
contribution of active personal
management, or a significant
contribution of the combination of
active personal labor and active
personal management, because the
operation is complex, then the operation
may qualify for one such additional
person if the farming operation is
determined by the FSA state committee
as complex after considering the factors
described in paragraphs (a)(3)(i) and (ii)
of this section. Any determination that

a farming operation is complex by an
FSA state committee must be reviewed
and DAFP must concur with such
determination for it to be implemented.
To demonstrate complexity, the farming
operation will be required to provide
information to the FSA state committee
on the following:

(i) Number and type of livestock,
crops, or other agricultural products
produced and marketing channels used;
and

(ii) Geographical area covered.

(b) FSA state committees may adjust
the limitations described in paragraph
(a)(2) of this section up or down by not
more than 15 percent if the FSA state
committee determines that the relative
size of farming operations in the state
justify making a modification of either
or both of these limitations. If the FSA
state committee seeks to make a larger
adjustment, then DAFP will review and
may approve such request.

(c) If a farming operation seeks to
qualify a total of three persons as
providing a significant contribution of
active personal management, or a
significant contribution of the
combination of active personal labor
and active personal management, then
the farming operation must demonstrate
both size and complexity as specified in
paragraph (a) of this section.

d) In no case may more than three
persons in the same farming operation
qualify as providing a significant
contribution of active personal
management, or a significant
contribution of the combination of
active personal labor and active
personal management, as defined by
this subpart.

(e) A person’s contribution of active
personal management, or the
contribution of the combination of
active personal labor and active
personal management, to a farming

operation specified in § 1400.601(b) will
only qualify one member of that farming
operation as actively engaged in farming
as defined in this part. Other individual
persons in the same farming operation
are not precluded from making
management contributions, except that
such contributions will not be
recognized as meeting the requirements
of being a significant contribution of
active personal management.

§1400.603 Recordkeeping requirements.

(a) Any farming operation requesting
that more than one person qualify as
making a significant contribution of
active personal management, or a
significant contribution of the
combination of active personal labor
and active personal management, must
maintain contemporaneous records or
activity logs for all persons that make
any contribution of any management to
a farming operation under this subpart
that must include, but are not limited to,
the following:

(1) Location where the management
activity was performed; and

(2) Time expended and duration of
the management activity performed.

(b) To qualify as providing a
significant contribution of active
personal management each person
covered by this subpart must:

(1) Maintain these records and
supporting business documentation;
and

(2) If requested, timely make these
records available for review by the
appropriate FSA reviewing authority.

(c) If a person fails to meet the
requirement of paragraphs (a) and (b) of
this section, then both of the following
will apply:

(1) The person’s contribution of active
personal management as represented to
the farming operation for payment
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eligibility purposes will be disregarded;
and

(2) The person’s payment eligibility
will be re-determined for the applicable
program year.

Val Dolcini,

Executive Vice President, Commodity Credit
Corporation, and Administrator, Farm
Service Agency.

[FR Doc. 2015-31532 Filed 12—15-15; 8:45 am]
BILLING CODE 3410-05-P

DEPARTMENT OF STATE

22 CFR Part 121

[Public Notice: 9378]

RIN 1400-AD74

Temporary Modification of Category XI
of the United States Munitions List

AGENCY: Department of State.

ACTION: Final rule; notice of temporary
modification.

SUMMARY: The Department of State,
pursuant to its regulations and in the
interest of the security of the United
States, temporarily modifies Category XI
of the United States Munitions List
(USML).

DATES: Amendatory instructions 1 and 2
are effective December 29, 2015.
Amendatory instruction No. 3 is
effective August 30, 2017.

FOR FURTHER INFORMATION CONTACT: Mr.
C. Edward Peartree, Director, Office of
Defense Trade Controls Policy,
Department of State, telephone (202)
663—2792; email DDTCResponseTeam@
state.gov. ATTN: Temporary
Modification of Category XI.

SUPPLEMENTARY INFORMATION: On July 1,
2014, the Department published a final
rule revising Category XI of the USML,
79 FR 37536, effective December 30,
2014. This final rule, consistent with the
two prior proposed rules for USML
Category XI (78 FR 45018, July 25, 2013
and 77 FR 70958, November 28, 2012),
revised paragraph (b) of Category XI to
clarify the extent of control and
maintain the existing scope of control
on items described in paragraph (b) and
the directly related software described
in paragraph (d). The Department has
determined that exporters may read the
revised control language to exclude
certain intelligence analytics software
that has been and remains controlled on
the USML. Therefore, the Deputy
Assistant Secretary of State for Defense
Trade Controls determined that it is in
the interest of the security of the United
States to temporarily revise USML
Category XI paragraph (b), pursuant to

the provisions of 22 CFR 126.2, while a
long term solution is developed. The
Department will publish any permanent
revision to USML Category XI paragraph
(b) addressing this issue as a proposed
rule for public comment.

This temporary revision clarifies that
the scope of control in existence prior
to December 30, 2014 for USML
paragraph (b) and directly related
software in paragraph (d) remains in
effect. This clarification is achieved by
reinserting the words ‘““analyze and
produce information from” and by
adding software to the description of
items controlled.

The Department previously published
a final rule on July 2, 2015 (80 FR
37974) that temporarily modified USML
Category XI(b) until December 29, 2015.
This rule will extend the July 2, 2015
modification to allow the U.S.
government to consider the controls in
USML Category XI(b). Due to the current
status of the review an extension until
August 30, 2017 is appropriate.

Regulatory Findings
Administrative Procedure Act

The Department is publishing this
rule as a final rule based upon good
cause, and its determination that
delaying the effect of this rule during a
period of public comment would be
impractical, unnecessary and contrary
to public interest. 5 U.S.C. 553(b)(3)(B).
In addition, the Department is of the
opinion that controlling the import and
export of defense articles and services is
a foreign affairs function of the United
States Government and that rules
implementing this function are exempt
from sections 553 (rulemaking) and 554
(adjudications) of the Administrative
Procedure Act (APA).

Regulatory Flexibility Act

Since the Department is of the
opinion that this rule is exempt from the
provisions of 5 U.S.C. 553, there is no
requirement for an analysis under the
Regulatory Flexibility Act.

Unfunded Mandates Reform Act of 1995

This rulemaking does not involve a
mandate that will result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any year and it will not significantly
or uniquely affect small governments.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

Small Business Regulatory Enforcement
Fairness Act of 1996

The Department does not believe this
rulemaking is a major rule under the
criteria of 5 U.S.C. 804.

Executive Orders 12372 and 13132

This rulemaking does not have
sufficient federalism implications to
require consultations or warrant the
preparation of a federalism summary
impact statement. The regulations
implementing Executive Order 12372
regarding intergovernmental
consultation on Federal programs and
activities do not apply to this
rulemaking.

Executive Orders 12866 and 13563

The Department believes that benefits
of the rulemaking outweigh any costs,
which are estimated to be insignificant.
It is the Department’s position that this
rulemaking is not a significant rule
under the criteria of Executive Order
12866, and is consistent with the
provisions of Executive Order 13563.

Executive Order 12988

The Department of State has reviewed
this rulemaking in light of sections 3(a)
and 3(b)(2) of Executive Order 12988 to
eliminate ambiguity, minimize
litigation, establish clear legal
standards, and reduce burden.

Executive Order 13175

The Department of State has
determined that this rulemaking will
not have tribal implications, will not
impose substantial direct compliance
costs on Indian tribal governments, and
will not preempt tribal law.
Accordingly, the requirements of
Executive Order 13175 do not apply to
this rulemaking.

Paperwork Reduction Act

This rulemaking does not impose or
revise any information collections
subject to 44 U.S.C. Chapter 35.

List of Subjects in 22 CFR Part 121

Arms and munitions, Classified
information, Exports.

For reasons stated in the preamble,
the State Department amends 22 CFR
part 121 as follows:

PART 121—THE UNITED STATES
MUNITIONS LIST

m 1. The authority citation for part 121
continues to read as follows:

Authority: Secs. 2, 38, and 71, Pub. L. 90—
629, 90 Stat. 744 (22 U.S.C. 2752, 2778,
2797); 22 U.S.C. 2651a; Pub. L. 105-261, 112
Stat. 1920; Section 1261, Pub. L. 112-239;
E.O. 13637, 78 FR 16129.
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m 2.In §121.1, under Category XI, revise
paragraph (b), effective December 29,
2015 to read as follows:

§121.1 The United States Munitions List.

* * * * *

Category XI—Military Electronics

* * * * *

*(b) Electronic systems, equipment or
software, not elsewhere enumerated in
this sub-chapter, specially designed for
intelligence purposes that collect,
survey, monitor, or exploit, or analyze
and produce information from, the
electromagnetic spectrum (regardless of
transmission medium), or for

counteracting such activities.
* * * * *

m 3.In §121.1, under Category XI, revise
paragraph (b), effective August 30, 2017,
to read as follows:

§121.1 The United States Munitions List.

* * * * *

Category XI—Military Electronics

* * * * *

*(b) Electronic systems or equipment,
not elsewhere enumerated in this sub-
chapter, specially designed for
intelligence purposes that collect,
survey, monitor, or exploit the
electromagnetic spectrum (regardless of
transmission medium), or for

counteracting such activities.
* * * * *

Brian H. Nilsson,

Deputy Assistant Secretary for Defense Trade
Controls, Bureau of Political-Military Affairs,
U.S. Department of State.

[FR Doc. 2015-31528 Filed 12-15-15; 8:45 am]
BILLING CODE 4710-25-P
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31 CFR Part 33
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45 CFR Part 155

[CMS-9936-N]

Waivers for State Innovation

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS;
Department of the Treasury.

ACTION: Guidance.

SUMMARY: This guidance relates to
Section 1332 of the Patient Protection
and Affordable Care Act (ACA) and its
implementing regulations. Section 1332
provides the Secretary of Health and
Human Services and the Secretary of the

Treasury with the discretion to approve
a state’s proposal to waive specific
provisions of the ACA (a State
Innovation Waiver), provided the
proposal meets certain requirements. In
particular, the Secretaries can only
exercise their discretion to approve a
waiver if they find that the waiver
would provide coverage to a comparable
number of residents of the state as
would be provided coverage absent the
waiver, would provide coverage that is
at least as comprehensive and affordable
as would be provided absent the waiver,
and would not increase the Federal
deficit. If the waiver is approved, the
state may receive funding equal to the
amount of forgone Federal financial
assistance that would have been
provided to its residents pursuant to
specified ACA programs, known as
pass-through funding. State Innovation
Waivers are available for effective dates
beginning on or after January 1, 2017.
They may be approved for periods up to
5 years and can be renewed. The
Departments promulgated implementing
regulations in 2012. This document
provides additional information about
the requirements that must be met, the
Secretaries’ application review
procedures, the amount of pass-through
funding, certain analytical
requirements, and operational
considerations.

DATES: Comment Date: Comments may
be submitted at any time.

ADDRESSES: In commenting, please refer
to file code CMS—-9936-N. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

You may submit comments in one of
four ways (please choose only one of the
ways listed):

1. Electronically. You may submit
electronic comments on this document
to http://www.regulations.gov. Follow
the “Submit a comment” instructions.

2. By regular mail. You may mail
written comments to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-9936-N, P.O. Box 8016,
Baltimore, MD 21244-8016.

3. By express or overnight mail. You
may send written comments to the
following address ONLY: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS-9936—-N, Mail
Stop C4-26-05, 7500 Security
Boulevard, Baltimore, MD 21244-1850.

4. By hand or courier. Alternatively,
you may deliver (by hand or courier)
your written comments ONLY to the
following addresses:

a. For delivery in Washington, DC—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, Room 445-G, Hubert
H. Humphrey Building, 200
Independence Avenue SW.,
Washington, DC 20201.

(Because access to the interior of the
Hubert H. Humphrey Building is not
readily available to persons without
Federal government identification,
commenters are encouraged to leave
their comments in the CMS drop slots
located in the main lobby of the
building. A stamp-in clock is available
for persons wishing to retain a proof of
filing by stamping in and retaining an
extra copy of the comments being filed.)

b. For delivery in Baltimore, MD—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, 7500 Security
Boulevard, Baltimore, MD 21244—1850.

If you intend to deliver your
comments to the Baltimore address, call
telephone number (410) 786—9994 in
advance to schedule your arrival with
one of our staff members. Comments
erroneously mailed to the addresses
indicated as appropriate for hand or
courier delivery may be delayed.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.

FOR FURTHER INFORMATION CONTACT:
Centers for Medicare & Medicaid
Services: Tricia Beckmann, 301-492—
4328, or Robert Yates, 301-492-5151.

SUPPLEMENTARY INFORMATION: Inspection
of Public Comments: All comments
received are available for viewing by the
public, including any personally
identifiable or confidential business
information that is included in a
comment. We post all comments
received on the following Web site as
soon as possible after they have been
received: http://www.regulations.gov.
Follow the search instructions on that
Web site to view public comments.

Comments received will also be
available for public inspection as they
are received, generally beginning
approximately 3 weeks after publication
of a document, at the headquarters of
the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard,
Baltimore, Maryland 21244, Monday
through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
phone 1-800-743-3951.

I. Statutory Requirements

Under Section 1332 of the Affordable
Care Act (ACA), the Secretaries of
Health and Human Services (HHS) and
the Treasury as appropriate may


http://www.regulations.gov
http://www.regulations.gov

78132

Federal Register/Vol. 80, No. 241/ Wednesday, December 16, 2015/Rules and Regulations

exercise their discretion to approve a
request for a State Innovation Waiver
only if the Secretaries determine that
the proposal meets the following four
requirements: (1) The proposal will
provide coverage to at least a
comparable number of the state’s
residents as would be provided absent
the waiver; (2) the proposal will provide
coverage and cost-sharing protections
against excessive out-of-pocket
spending that are at least as affordable
for the state’s residents as would be
provided absent the waiver; (3) the
proposal will provide coverage that is at
least as comprehensive for the state’s
residents as would be provided absent
the waiver; and, (4) the proposal will
not increase the Federal deficit. The
Secretaries retain their discretionary
authority under Section 1332 to deny
waivers when appropriate given
consideration of the application as
whole, including the four requirements.
As under similar waiver authorities, the
Secretaries reserve the right to suspend
or terminate a waiver, in whole or in
part, any time before the date of
expiration, if the Secretaries determine
that the state materially failed to comply
with the terms and conditions of the
waiver, including any of the
requirements discussed in this
guidance.

Final regulations at 31 CFR part 33
and 45 CFR part 155, subpart N require
a state to provide actuarial analyses and
actuarial certifications, economic
analyses, data and assumptions, targets,
an implementation timeline, and other
necessary information to support the
state’s estimates that the proposed
waiver will comply with these
requirements.!

A. Coverage

To meet the coverage requirement, a
comparable number of state residents
must be forecast to have coverage under
the waiver as would have coverage
absent the waiver.

Coverage refers to minimum essential
coverage (or, if the individual shared
responsibility provision is waived under
a State Innovation Waiver, to something
that would qualify as minimum
essential coverage but for the waiver).
For this purpose, “comparable” means
that the forecast of the number of
covered individuals is no less than the
forecast of the number of covered
individuals absent the waiver. This
condition generally must be forecast to

1“Application, Review, and Reporting Process for
Waivers for State Innovation Final Rule.” February
27,2012, Available at: http://www.gpo.gov/fdsys/
pkg/FR-2012-02-27/pdf/2012-4395.pdf.

be met in each year that the waiver
would be in effect.

The impact on all state residents is
considered, regardless of the type of
coverage they would have absent the
waiver. (For example, while a State
Innovation Waiver may not change the
terms of a state’s Medicaid coverage or
change existing Medicaid demonstration
authority, changes in Medicaid
enrollment that result from a State
Innovation Waiver, holding the state’s
Medicaid policies constant, are
considered in evaluating the number of
residents with coverage under a waiver.)

Assessment of whether the proposal
covers a comparable number of
individuals also takes into account the
effects across different groups of state
residents, and, in particular, vulnerable
residents, including low-income
individuals, elderly individuals, and
those with serious health issues or who
have a greater risk of developing serious
health issues. Reducing coverage for
these types of vulnerable groups would
cause a waiver application to fail this
requirement, even if the waiver would
provide coverage to a comparable
number of residents overall. Finally,
analysis under the coverage requirement
takes into account whether the proposal
sufficiently prevents gaps in or
discontinuations of coverage.

As provided in 31 CFR part 33 and 45
CFR part 155, subpart N, the waiver
application must include analysis and
supporting data that establishes that the
waiver satisfies this requirement,
including information on the number of
individuals covered by income, health
status, and age groups, under current
law and under the waiver, including
year-by-year estimates. The application
should identify any types of individuals
who are less likely to be covered under
the waiver than under current law.

The state should also provide a
description of the model used to
produce these estimates, including data
sources and quality, key assumptions,
and parameters. The state may be
required to provide micro data and
other information to inform the
Secretaries’ analysis.

B. Affordability

To meet the affordability requirement,
health care coverage under the waiver
must be forecast to be as affordable
overall for state residents as coverage
absent the waiver.

Affordability refers to state residents’
ability to pay for health care and may
generally be measured by comparing
residents’ net out-of-pocket spending for
health coverage and services to their
incomes. Out-of-pocket expenses
include both premium contributions (or

equivalent costs for enrolling in
coverage), and any cost sharing, such as
deductibles, co-pays, and co-insurance,
associated with the coverage. Spending
on health care services that are not
covered by a plan may also be taken into
account if they are affected by the
waiver proposal. The impact on all state
residents is considered, regardless of the
type of coverage they would have absent
the waiver. This condition generally
must be forecast to be met in each year
that the waiver would be in effect.

Waivers are evaluated not only based
on how they affect affordability on
average, but also on how they affect the
number of individuals with large health
care spending burdens relative to their
incomes. Increasing the number of state
residents with large health care
spending burdens would cause a waiver
to fail the affordability requirement,
even if the waiver would increase
affordability for many other state
residents. Assessment of whether the
proposal meets the affordability
requirement also takes into account the
effects across different groups of state
residents, and, in particular, vulnerable
residents, including low-income
individuals, elderly individuals, and
those with serious health issues or who
have a greater risk of developing serious
health issues. Reducing affordability for
these types of vulnerable groups would
cause a waiver to fail this requirement,
even if the waiver maintained
affordability in the aggregate.

In addition, a waiver would fail the
affordability requirement if it would
reduce the number of individuals with
coverage that provides a minimal level
of protection against excessive cost
sharing. In particular, waivers that
reduce the number of people with
insurance coverage that provides both
an actuarial value equal to or greater
than 60 percent and an out-of-pocket
maximum that complies with section
1302(c)(1) of the ACA, would fail this
requirement. So too would waivers that
reduce the number of people with
coverage that meets the affordability
requirements set forth in sections 1916
and 1916A of the Social Security Act, as
codified in 42 CFR part 447, subpart A,
while holding the state’s Medicaid
policies constant.

As provided in 31 CFR part 33 and 45
CFR part 155, subpart N, the waiver
application must include analysis and
supporting data that establishes that the
waiver satisfies this requirement. This
includes information on estimated
individual out-of-pocket costs by
income, health status, and age groups,
absent the waiver and with the waiver.
The expected changes in premium
contributions and other out-of-pocket


http://www.gpo.gov/fdsys/pkg/FR-2012-02-27/pdf/2012-4395.pdf
http://www.gpo.gov/fdsys/pkg/FR-2012-02-27/pdf/2012-4395.pdf

Federal Register/Vol. 80, No. 241/ Wednesday, December 16, 2015/Rules and Regulations

78133

costs and the combined impact of
changes in these components should be
identified separately. The application
should also describe any changes in
employer contributions to health
coverage or in wages expected under the
waiver. The application should identify
any types of individuals for whom
affordability of coverage would be
reduced by the waiver.

The state should also provide a
description of the model used to
produce these estimates, including data
sources and quality, key assumptions,
and parameters. The state may be
required to provide micro data and
other information to inform the
Secretaries’ analysis.

C. Comprehensiveness

To meet the comprehensiveness
requirement, health care coverage under
the waiver must be forecast to be at least
as comprehensive overall for residents
of the state as coverage absent the
waiver.

Comprehensiveness refers to the
scope of benefits provided by the
coverage as measured by the extent to
which coverage meets the requirements
for essential health benefits (EHBs) as
defined in section 1302(b) of the ACA,
or, as appropriate, Medicaid and/or
CHIP standards. The impact on all state
residents is considered, regardless of the
type of coverage they would have absent
the waiver.

Comprehensiveness is evaluated by
comparing coverage under the waiver to
the state’s EHB benchmark, selected by
the state (or if the state does not select
a benchmark, the default base-
benchmark plan) pursuant to 45 CFR
156.100, as well as to, in certain cases,
the coverage provided under the state’s
Medicaid and/or CHIP programs. A
waiver cannot satisfy the
comprehensiveness requirement if the
waiver decreases: (1) The number of
residents with coverage that is at least
as comprehensive as the benchmark in
all ten EHB categories; (2) for any of the
ten EHB categories, the number of
residents with coverage that is at least
as comprehensive as the benchmark in
that category; or (3) the number of
residents whose coverage includes the
full set of services that would be
covered under the state’s Medicaid and/
or CHIP programs, holding the state’s
Medicaid and CHIP policies constant.
That is, the waiver must not decrease
the number of individuals with coverage
that satisfies EHB requirements, the
number of individuals with coverage of
any particular category of EHB, or the
number of individuals with coverage
that includes the services covered under

the state’s Medicaid and/or CHIP
programs.

Assessment of whether the proposal
meets the comprehensiveness
requirement also takes into account the
effects across different groups of state
residents, and, in particular, vulnerable
residents, including low-income
individuals, elderly individuals, and
those with serious health issues or who
have a greater risk of developing serious
health issues. A waiver would fail the
comprehensiveness requirement if it
would reduce the comprehensiveness of
coverage provided to these types of
vulnerable groups, even if the waiver
maintained comprehensiveness in the
aggregate. This condition generally must
be forecast to be met in each year that
the waiver would be in effect.

As provided in the final regulations at
31 CFR part 33 and 45 CFR part 155,
subpart N, the waiver application must
include analysis and supporting data
that establishes that the waiver satisfies
this requirement. This includes an
explanation of how the benefits offered
under the waiver differ from the benefits
provided absent the waiver (if the
benefits differ at all) and how the state
determined the benefits to be as
comprehensive.

The state should also provide a
description of the model used to
produce these estimates, including data
sources and quality, key assumptions,
and parameters. The state may be
required to provide micro data and
other information to inform the
Secretaries’ analysis.

D. Deficit Neutrality

Under the deficit neutrality
requirement, the projected Federal
spending net of Federal revenues under
the State Innovation Waiver must be
equal to or lower than projected Federal
spending net of Federal revenues in the
absence of the waiver.

The estimated effect on Federal
revenue includes all changes in income,
payroll, or excise tax revenue, as well as
any other forms of revenue (including
user fees), that would result from the
proposed waiver. Estimated effects
would include, for example, changes in:
The premium tax credit and health
coverage tax credit, individual shared
responsibility payments, employer
shared responsibility payments, the
excise tax on high-cost employer-
sponsored plans, the credit for small
businesses offering health insurance,
and changes in income and payroll
taxes resulting from changes in tax
exclusions for employer-sponsored
insurance and in deductions for medical
expenses.

The effect on Federal spending
includes all changes in Exchange
financial assistance and other direct
spending, such as changes in Medicaid
spending (while holding the state’s
Medicaid policies constant) that result
from the changes made through the
State Innovation Waiver. Projected
Federal spending under the waiver
proposal also includes all
administrative costs to the Federal
government, including any changes in
Internal Revenue Service administrative
costs, Federal Exchange administrative
costs, or other administrative costs
associated with the waiver.

Waivers must not increase the Federal
deficit over the period of the waiver
(which may not exceed 5 years unless
renewed) or in total over the ten-year
budget plan submitted by the state as
part of the State Innovation Waiver
application. The ten-year budget plan
must describe for both the period of the
waiver and for the ten-year budget the
projected Federal spending net of
Federal revenues under the State
Innovation Waiver and the projected
Federal spending net of Federal
revenues in the absence of the waiver.

The ten-year budget plan should
assume the waiver would continue
permanently, but should not include
Federal spending or savings attributable
to any period outside of the ten-year
budget window. A variety of factors,
including the likelihood and accuracy of
projected spending and revenue effects
and the timing of these effects, are
considered when evaluating the effect of
the waiver on the Federal deficit. A
waiver that increases the deficit in any
given year is less likely to meet the
deficit neutrality requirement.

The state should also provide a
description of the model used to
produce these estimates, including data
sources and quality, key assumptions,
and parameters. The state may be
required to provide micro data and
other information to inform the
Secretaries’ analysis.

As provided in 31 CFR part 33 and 45
CFR part 155, subpart N, a state must
submit evidence to demonstrate deficit
neutrality, including a description of the
analysis used to produce its estimate of
the impact of the waiver on the Federal
deficit. The description must include
detailed information about the model,
data sources and quality, key
assumptions, and parameters. The state
may be required to provide micro data
and other information to support
actuarial and economic analyses, so that
the Secretaries can independently verify
that the waiver meets the deficit
neutrality requirement.
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II. Impact of Other Program Changes on
Assessment of a Waiver Proposal

The assessment of whether a State
Innovation Waiver proposal satisfies the
statutory criteria set forth in Section
1332 takes into consideration the impact
of changes to ACA provisions made
pursuant to the State Innovation Waiver.
The assessment also considers related
changes to the state’s health care system
that, under state law, are contingent
only on the approval of the State
Innovation Waiver. For example, the
assessment would take into account the
impact of a new state-run health
benefits program that, under legislation
enacted by the state, would be
implemented if the State Innovation
Waiver were approved.

The assessment does not consider the
impact of policy changes that are
contingent on further state action, such
as state legislation that is proposed but
not yet enacted. It also does not include
the impact of changes contingent on
other Federal determinations, including
approval of Federal waivers pursuant to
statutory provisions other than Section
1332. Therefore, the assessment would
not take into account changes to
Medicaid or CHIP that require separate
Federal approval, such as changes in
coverage or Federal Medicaid or CHIP
spending that would result from a
proposed Section 1115 demonstration,
regardless of whether the Section 1115
demonstration proposal is submitted as
part of a coordinated waiver application
with a State Innovation Waiver. Savings
accrued under either proposed or
current Section 1115 Medicaid or CHIP
demonstrations are not factored into the
assessment of whether a proposed State
Innovation Waiver meets the deficit
neutrality requirement. The assessment
also does not take into account any
changes to the Medicaid or CHIP state
plan that are subject to Federal
approval.

The assessment does take into
account changes in Medicaid and/or
CHIP coverage or in Federal spending
on Medicaid and/or CHIP that would
result directly from the proposed waiver
of provisions pursuant to Section 1332,
holding state Medicaid and CHIP
policies constant.

As the Departments receive and
review waiver proposals, we will
continue to examine the types of
changes that will be considered in
assessing State Innovation Waivers.

Nothing in this guidance alters a
state’s authority to make changes to its
Medicaid and CHIP policies consistent
with applicable law. This guidance does
not alter the Secretary of Health and
Human Services’ authority or CMS’

policy regarding review and approval of
Section 1115 demonstrations, and states
should continue to work with CMS’
Center for Medicaid and CHIP Services
on issues relating to Section 1115
demonstrations. A state may submit a
coordinated waiver application as
provided in 31 CFR 33.102 and 45 CFR
155.1302; in such a case, each waiver
will be evaluated independently
according to applicable Federal laws.

III. Federal Pass-Through Funding

The amount of Federal pass-through
funding equals the Secretaries’ annual
estimate of the Federal cost (including
outlays and forgone revenue) for
Exchange financial assistance provided
pursuant to the ACA that would be
claimed by participants in the Exchange
in the state in the calendar year in the
absence of the waiver, but will not be
claimed as a result of the waiver. The
calculation of the amount of pass-
through funding does not account for
any other changes in Federal spending
or revenues as a result of the waiver,
including Federal administrative
expenses for making the payments
(note, however that changes to Federal
spending on administrative expenses is
considered in determining whether a
waiver proposal meets the deficit
neutrality requirement). The estimates
take into account experience in the
relevant state and similar states. The
amount is calculated annually.

The waiver application must provide
analysis and supporting data to inform
the estimate of the pass-through funding
amount. For states that do not utilize a
Federally-facilitated or state Partnership
Exchange this includes information
about enrollment, premiums, and
Exchange financial assistance in the
state’s Exchange by age, income, and
type of policy, and other information as
may be required by the Secretaries.

For further information on the
demographic and economic
assumptions to be used in determining
the pass-through amount, see Section IV
below.

IV. Economic Assumptions and
Methodological Guidelines

The determination of whether a
waiver meets the requirements under
Section 1332 and the calculation of the
pass-through funding amount are made
using generally accepted actuarial and
economic analytic methods such as
micro-simulation. The analysis relies on
assumptions and methodologies that are
similar to those used to produce the
baseline and policy projections
included in the most recent President’s
Budget (or Mid-Session Review), but

adapted as appropriate to reflect state-
specific conditions.

The analysis is based on state-specific
estimates of the current level and
distribution of population by the
relevant economic and demographic
characteristics, including income and
source of health coverage. It generally
uses Federal estimates of population
growth, economic growth as published
in the Analytical Perspectives volume
released as part of the President’s
Budget (https://www.whitehouse.gov/
omb/budget/Analytical Perspectives)
and health care cost growth (https://
www.cms.gov/Research-Statistics-Data-
and-Systems/Statistics-Trends-and-
Reports/NationalHealthExpendData/
index.html?redirect=/
NationalHealthExpendData/.) to project
the initial state variables through the
ten-year Budget plan window. However,
in limited circumstances where it is
expected that a state will experience
substantially different trends than the
nation as a whole in the absence of a
waiver, the Secretaries may determine
that state-specific assumptions will be
used.

Estimates of the effect of the waiver
assume, in accordance with standard
estimating conventions, that
macroeconomic variables like
population, output, and labor supply are
not affected by the waiver. However,
estimates take into account, as
appropriate, other changes in the
behavior of individuals, employers, and
other relevant entities induced by the
waiver, including employer decisions
regarding what coverage (and other
compensation) they offer and individual
decisions regarding whether to take up
coverage. The same state-specific and
Federal data, assumptions, and model
are used to calculate
comprehensiveness, affordability, and
coverage, and relevant state components
of Federal taxes and spending under the
waiver and under current law.

The analysis and information
submitted by the state as part of the
application must conform to these
standards. The application must
describe all modeling assumptions used,
sources of state-specific data, and the
rationale for any deviation from Federal
forecasts. A state may be required to
provide to the Secretaries copies of any
data used for their waiver analyses that
are not publicly available so that the
Secretaries can independently verify the
analysis produced by the state.

V. Operational Considerations

A. Federally-Facilitated Exchanges

The Centers for Medicare & Medicaid
Services (CMS) operates the Federally-
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facilitated Exchange (FFE) platform.
Certain changes that affect FFE
processes may make a waiver proposal
not feasible to implement at this time.
Until further guidance is issued, the
Federal platform cannot accommodate
different rules for different states. For
example, waivers that would require
changes to the calculation of Exchange
financial assistance, non-standard
enrollment period determinations,
customized plan management review
options, or changes to the design used
to display plan options are generally not
feasible at this time due to operational
limitations. In addition, the Federal
platform cannot accommodate changes
to its plan management templates in the
near term. States contemplating a
waiver that requires such changes may
consider establishing their own platform
administered by the state.

As noted in Section I.D. of this
guidance, costs associated with changes
to Federal administrative processes are
taken into account in determining
whether a waiver application satisfies
the deficit neutrality requirement.
Regulations at 31 CFR part 33 and 45
CFR part 155, subpart N require that
such costs be included in the 10-year
budget plan submitted by the state.

B. Internal Revenue Service

Certain changes that affect Internal
Revenue Service (IRS) administrative
processes may make a waiver proposal
not feasible to implement. At this time,
the IRS is not generally able to
administer different sets of rules in
different states. As a result, while a state
may propose to entirely waive the
application of one or more of the tax
provisions listed in Section 1332 to
taxpayers in the state, it is generally not
feasible to design a waiver that would
require the IRS to administer an
alteration to these provisions for
taxpayers in the state. For example, it is
generally not feasible to have the IRS
administer a different set of eligibility
rules for the premium tax credit for
residents of a particular state. States
contemplating a waiver proposal that
includes a modified version of a Federal
tax provision may consider waiving the
provision entirely and relying on a tax
program administered by the state.

In addition, a waiver proposal that
completely waives one or more tax
provisions in a state may create
administrative costs for the IRS. As
noted in Section I.D. above, costs
associated with changes to Federal
administrative processes are taken into
account in determining whether a
waiver application satisfies the deficit
neutrality requirement. Regulations at
31 CFR part 33 and 45 CFR part 155,

subpart N require that such costs be
included in the 10-year budget plan
submitted by the state.

VI. Public Input on Waiver Proposals

Consistent with the statutory
provisions of Section 1332, regulations
at 31 CFR 33.112 and 45 CFR 155.1312
require states to provide a public notice
and comment period for a waiver
application sufficient to ensure a
meaningful level of public input prior to
submitting an application. As part of the
public notice and comment period, a
state with one or more Federally-
recognized tribes must conduct a
separate process for meaningful
consultation with such tribes. Because
State Innovation Waiver applications
may vary significantly in their
complexity and breadth, the regulations
provide states with flexibility in
determining the length of the comment
period required to allow for meaningful
and robust public engagement. The
comment period must be sufficient to
ensure a meaningful level of public
input and in no case can be less than 30
days.

Consistent with HHS regulations,
waiver applications must be posted
online in a manner that meets national
standards to assure access to individuals
with disabilities. Such standards are
issued by the Architectural and
Transportation Barriers Compliance
Board, and are referred to as ““section
508" standards. Alternatively, the
World Wide Web Consortium’s Web
Content Accessibility Guidelines
(WCAG) 2.0 Level AA standards would
also be considered as acceptable
national standard for Web site
accessibility. For more information, see
the WCAG Web site at http://
www.w3.org/TR/WCAG20/.

Section 1332 and its implementing
regulations also require the Federal
Government to provide a public notice
and comment period, once the
Secretaries receive an application. The
period must be sufficient to ensure a
meaningful level of public input and
must not impose requirements that are
in addition to, or duplicative of,
requirements imposed under the
Administrative Procedures Act, or
requirements that are unreasonable or
unnecessarily burdensome with respect
to state compliance. As with the
comment period described above, the
length of the comment period should
reflect the complexity of the proposal
and in no case can be less than 30 days.

Dated: December 8, 2015.
Andrew M. Slavitt,

Acting Administrator, Centers for Medicare
& Medicaid Services.

Dated: December 11, 2015.
Sylvia M. Burwell,

Secretary, Department of Health and Human
Services.

Approved: December 10, 2015.
Mark J. Mazur,
Assistant Secretary of the Treasury (Tax
Policy).
[FR Doc. 2015-31563 Filed 12-11-15; 4:15 pm]
BILLING CODE 4150-28-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R01-OAR-2012-0950; A-1-FRL-
9940-15-Region 1]

Air Plan Approval; NH; Infrastructure
State Implementation Plan
Requirements for Ozone, Lead, and
Nitrogen Dioxide

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is approving elements of
State Implementation Plan (SIP)
submissions from New Hampshire
regarding the infrastructure
requirements of the Clean Air Act (CAA
or Act) for the 2008 lead, 2008 ozone,
and 2010 nitrogen dioxide National
Ambient Air Quality Standards
(NAAQS). EPA is also converting
conditional approvals for several
infrastructure requirements for the 1997
and 2006 fine particle (PM,s) NAAQS to
full approval under the CAA.
Furthermore, we are updating the
classification for one of New
Hampshire’s air quality control regions
for ozone based on recent air quality
monitoring data collected by the state,
and are granting the state’s request for
an exemption from the infrastructure
SIP contingency plan obligation for
ozone. Last, we are conditionally
approving certain elements of New
Hampshire’s submittal relating to
prevention of significant deterioration
requirements.

The infrastructure requirements are
designed to ensure that the structural
components of each state’s air quality
management program are adequate to
meet the state’s responsibilities under
the CAA.

DATES: This rule is effective on January
15, 2016.
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ADDRESSES: EPA has established a
docket for this action under Docket
Identification No. EPA-R01-OAR~
2012-0950. All documents in the docket
are listed on the http://
www.regulations.gov Web site, although
some information, such as confidential
business information or other
information whose disclosure is
restricted by statute is not publically
available. Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available at http://www.regulations.gov
or at the U.S. Environmental Protection
Agency, EPA New England Regional
Office, Office of Ecosystem Protection,
Air Quality Planning Unit, 5 Post Office
Square, Suite 100, Boston, MA. EPA
requests that if at all possible, you
contact the contact listed in the FOR
FURTHER INFORMATION CONTACT section to
schedule your inspection. The Regional
Office’s official hours of business are
Monday through Friday, 8:30 a.m. to
4:30 p.m., excluding legal holidays.
Copies of the documents relevant to this
action are also available for public
inspection during normal business
hours, by appointment at: Air Resources
Division, Department of Environmental
Services, 6 Hazen Drive, P.O. Box 95,
Concord, NH 03302-0095.

FOR FURTHER INFORMATION CONTACT: Bob
McConnell, Environmental Engineer,
Air Quality Planning Unit, Air Programs
Branch (Mail Code OEP05-02), U.S.
Environmental Protection Agency,
Region 1, 5 Post Office Square, Suite
100, Boston, Massachusetts, 02109—
3912; (617) 918-1046;
mcconnell.robert@epa.gov.
SUPPLEMENTARY INFORMATION:

Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA.

Organization of this document. The
following outline is provided to aid in
locating information in this preamble.

I. Background and Purpose

II. Public Comments

III. Final Action

IV. Statutory and Executive Order Reviews

I. Background and Purpose

This rulemaking addresses
infrastructure SIP submissions from the
New Hampshire Department of
Environmental Services (NH-DES) for
the 2008 ozone, 2008 lead (Pb), and
2010 nitrogen dioxide (NO>) national
ambient air quality standards (NAAQS).
The state submitted these infrastructure
SIPs on the following dates: 2008 lead
NAAQS—November 7, 2011; 2008
ozone NAAQS—December 31, 2012;

and 2010 NO, NAAQS—TJanuary 28,
2013.

This rulemaking also addresses
certain infrastructure SIP elements for
the 1997 and 2006 fine particle (PM,s)?
NAAQS for which EPA previously
issued a conditional approval. See 77
FR 63228, October 16, 2012. The state
submitted these infrastructure SIPs on
April 3, 2008, and September 18, 2009,
respectively. Additionally, in this final
rulemaking we are updating the
classification for one of New
Hampshire’s air quality control regions
for ozone based on recent air quality
monitoring data collected by the state,
and are granting the state’s request for
an exemption from the infrastructure
SIP contingency plan obligation for
ozone. Last, we are conditionally
approving certain elements of New
Hampshire’s submittal relating to
prevention of significant deterioration
(PSD) requirements.

I1. Public Comments

EPA received just one set of
comments in response to the NPR.
Those comments—the full set of which
are included in the docket for this final
rulemaking—were submitted by the
Sierra Club and focused
overwhelmingly on our proposed
approval of New Hampshire’s
infrastructure SIP for the 2010 SO,
NAAQS, which is not addressed in this
final rulemaking. Relevant to this
action, one aspect of the comments
touched glancingly on the infrastructure
submittals for the 2008 ozone and 2010
NO> NAAQS. EPA received no public
comments on our proposed approval of
New Hampshire’s infrastructure
submittals for the 2008 lead NAAQS.

Comment: The commenter argued,
among other things, that EPA must
disapprove the SIP submittal for the
2010 SO», NAAQS, because New
Hampshire did not include a submittal
to satisfy section 110(D)(i)(I) (the so-
called “Good Neighbor” provision). In a
footnote, the commenter contended that
New Hampshire had similarly not
included a submittal to satisfy the same
provision for the 2008 ozone or 2010
NO> NAAQS. The commenter argued
that these omissions, coming as they did
more than three years after EPA’s
promulgation of a new or revised
NAAQS, are in violation of the Act and
the Supreme Court’s ruling in EPA v.
EME Homer City Generation, LP.?
Accordingly, the commenter contended
that “EPA must take immediate action

1PM, 5 refers to particulate matter of 2.5 microns
or less in diameter, oftentimes referred to as “fine”
particles.

2134 S. Ct. 1584 (2014).

here to disapprove the SO, I-SIP
Certification (as well as the 2008 ozone
and 2010 NO, I-SIPs, for that matter)
and initiate the FIP [Federal
Implementation Plan] process with
regard to the I-SIP’s *“ ‘Good Neighbor’
provisions.”

Response: To be clear, EPA reiterates
that this final rulemaking does not
address New Hampshire’s infrastructure
SIP submittal for the 2010 SO, NAAQS.
EPA will take final action on that
submittal in a future final action, which
will include a response to the Sierra
Club’s comments as to that submittal.

Section 110(a)(2)(D)(i)(I) addresses
emissions that significantly contribute
to nonattainment or interfere with
maintenance of the NAAQS in another
state. However, although EPA is acting
on New Hampshire’s submittals for the
2008 ozone and 2010 NO, NAAQS in
this rulemaking, EPA is not taking any
action with respect to section
110(D)(i)(I). As the commenter notes,
New Hampshire did not include any
provisions to address the requirements
of section 110(a)(2)(D)@1)(I) in its
December 31, 2012 and January 28, 2013
infrastructure SIP submittals for the
2008 ozone and 2010 NO, NAAQS,
respectively. In the NPR, EPA did not
propose to take any action with respect
to New Hampshire’s obligations
pursuant to section 110(a)(2)(D)(i)(I) for
the December 31, 2012 and January 28,
2013 infrastructure SIP submittals.

Because New Hampshire did not
make a submission in its December 31,
2012 and January 28, 2013 SIP
submittals to address the requirements
of section 110(a)(2)(D)(i)(I), EPA is not
required to have proposed or to take
final SIP approval or disapproval action
on this element under section 110(k) of
the CAA. In this case, there has been no
substantive submission for EPA to
evaluate under section 110(k). Nor does
the lack of a submission addressing
section 110(a)(2)(D)(i)(I) require EPA to
disapprove New Hampshire’s December
31, 2012 and January 28, 2013 SIP
submittals as to the other elements of
section 110(a)(2). EPA interprets its
authority under section 110(k)(3) of the
CAA as affording EPA the discretion to
approve, or conditionally approve,
individual elements of New
Hampshire’s infrastructure SIP
submissions, separate and apart from
any action with respect to the
requirements of section
110(a)(2)(D)@E)T). EPA views discrete
infrastructure SIP requirements in
section 110(a)(2), such as the
requirements of 110(a)(2)(D)(i)(1), as
severable from the other infrastructure
elements and interprets section
110(k)(3) as allowing it to act on
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individual severable measures in a plan
submission.

On August 21, 2012, the D.C. Circuit
issued a decision in EME Homer City
Generation, L.P. v. EPA holding, among
other things, that states had no
obligation to submit good neighbor SIPs
until the EPA had first quantified each
state’s good neighbor obligation.3
Accordingly, under that decision the
submission deadline for good neighbor
SIPs under the CAA would not
necessarily be tied to the promulgation
of a new or revised NAAQS. While the
EPA sought review first with the D.C.
Circuit en banc and then with the
United States Supreme Court, the EPA
complied with the D.C. Circuit’s ruling
during the pendency of its appeal. The
D.C. Circuit declined to consider EPA’s
appeal en banc, but, on April 29, 2014,
the Supreme Court reversed the D.C.
Circuit’s EME Homer City opinion and
held, among other things, that under the
plain language of the CAA, states must
submit SIPs addressing the good
neighbor requirement in CAA section
110(a)(2)(D)(i)(I) within three years of
promulgation of a new or revised
NAAQS, regardless of whether the EPA
first provides guidance, technical data
or rulemaking to quantify the state’s
obligation.

With respect to the 2008 ozone
NAAQS, on November 18, 2014, the
Sierra Club and WildEarth Guardians
filed a complaint in U.S. District Court
for the Northern District of California
seeking an order to compel the EPA to
make findings of failure to submit good
neighbor SIPs for over twenty states,
including New Hampshire. On May 15,
2015, the court entered judgment

ordering the EPA to sign a notice issuing
its findings of failure to submit with
respect to the 2008 ozone NAAQS
interstate transport SIPs for states
addressed in the case. Effective August
12, 2015, EPA found that 24 states,
including New Hampshire, had not
made a complete good neighbor SIP
submittal for the 2008 ozone NAAQS to
meet the requirements of section
110(a)(2)(D)(1)(). See 80 FR 39961 (July
13, 2015). Pursuant to CAA section
110(c)(1), EPA is authorized and
obligated to promulgate a FIP, if EPA
takes any of the following actions: (1)
Finds that a state has failed to make a
required SIP submission; (2) finds that
a required submission was incomplete;
or (3) disapproves a required SIP
submission in whole or in part.
Accordingly, EPA must issue a relevant
FIP with respect to the 2008 ozone
NAAQS within two years, if New
Hampshire has not submitted, and EPA
has not approved, a plan revision
appropriately addressing the good
neighbor provision requirements. Thus,
EPA is not required to issue a FIP at this
time but will take appropriate action at
a future date.

With respect to the 2010 NO,
NAAQS, EPA has not issued a similar
finding of failure to submit and,
consequently, the two-year FIP clock
has not yet begun to run. EPA agrees in
general that sections 110(a)(1) and (a)(2)
of the CAA require states to submit,
within three years of promulgation of a
new or revised NAAQS, a plan that
addresses cross-state air pollution under
section 110(a)(2)(D)(i)(I). In this
rulemaking, however, EPA is only
approving portions of New Hampshire’s

infrastructure SIP submissions for the
2010 NO, NAAQS, which did not
include provisions for interstate
transport under section
110(a)(2)(D)A)(D). A finding of failure to
submit a SIP submission for the 2010
NO, NAAQS addressing section
110(a)(2)(D)(1)(I) could occur in a
separate rulemaking. As that issue was
not addressed in the July 17, 2015 NPR,4
and is thus not pertinent to this
rulemaking, EPA provides no further
response. In sum, New Hampshire’s
obligations regarding interstate transport
of pollution for the 2008 ozone and
2010 NO, NAAQS will be addressed in
later rulemakings.

II1. Final Action

EPA is approving SIP submissions
from New Hampshire certifying that the
state’s current SIP is sufficient to meet
the required infrastructure elements
under sections 110(a)(1) and (2) for the
2008 Pb, 2008 ozone, and 2010 NO,
NAAQS, with the exception of certain
aspects relating to the state’s PSD
program which we are conditionally
approving. On September 25, 2015, we
conditionally approved the portion of
New Hampshire’s PSD program that
pertains to providing notification to
neighboring states of certain permitting
actions in New Hampshire. See 80 FR
57722. Therefore, we are conditionally
approving herein the related portions of
New Hampshire’s infrastructure SIP
submittals affected by our September
25, 2015 conditional approval. A
summary of EPA’s actions regarding
these infrastructure SIP requirements
are contained in Table 1 below.

TABLE 1—ACTION TAKEN ON NH INFRASTRUCTURE SIP SUBMITTALS FOR LISTED NAAQS

Element 2008 Pb 2008 Ozone | 2010 NO,
(A): Emission limits and other CONtrol MEASUIES .........cccoociiiiiiiiiiiiiieee e A A A
(B): Ambient air quality monitoring and data system A A A
(C)(i): Enforcement of SIP MeaSUres .........ccccceveveeerieeesiieeesieee e A A A
(C)(ii): PSD program for major sources and major modifications ........... A* A* A*
(C)(iii): Permitting program for minor sources and minor modifications ...........cccceeeveriveienieenienns A A A
(D)(i)(1): Contribute to nonattainment/interfere with maintenance of NAAQS (prongs 1 and 2) .. A NS NS
(D)(i)(11): PSD (PFrONG 3) .ueeteeueeiteeiesieeiee sttt ettt et ss et st e st e e s bt e s e sbees e e besaeenbesaeeneenaeenenae A* A* A*
(D)(i)(I): Visibility Protection (prong 4) ... A A A
(D)(ii): Interstate Pollution Abatement ........ A* A* A*
(D)(ii): International Pollution Abatement ... A A A
(E)(i): Adequate resources .........cccceecueenen. A A A
(E)(ii): State boards .......cccceeeieeeeiie e e A A A
(E)(iii): Necessary assurances with respect to local agencies NA NA NA
(F): Stationary source monitoring SysStem ..........cccccevvrvvenerieennenns A A A
(G): Emergency power .......ccccoceeneerieeenenn. A A A
(H): Future SIP revisions A A A
(I): Nonattainment area plan or plan revisions under part D . + + +
(J)(i): Consultation with government officials ...........cccccceeveenee. A A A
(J)(ii): PUDIIC NOLFICALION . ..eiiiiiiiiee e ettt ere e A A A

3696 F.3d 7, 31 (D.C. Cir. 2012).
4 See 80 FR 42446, 42452 (July 17, 2015) (“In
today’s rulemaking, EPA is not proposing to

approve or disapprove New Hampshire’s
compliance with section 110(a)(2)(D)(i){I) with
respect to the 2008 ozone, 2010 NO> and 2010 SO»
NAAQS, since New Hampshire’s infrastructure SIPs

for these NAAQS do not include a submittal with
respect to transport for sub-element 1, prongs 1 and
2.7).
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TABLE 1—ACTION TAKEN ON NH INFRASTRUCTURE SIP SUBMITTALS FOR LISTED NAAQS—Continued
Element 2008 Pb 2008 Ozone | 2010 NO

L) 1) R 21 o OO A A A
(J)(iv): Visibility protection .................... + + +
(K): Air quality modeling and data A A A
(U B R (a1 g T T (== O PUSTSPPRN A A A
(M): Consultation and participation by affected local entities ...........ccccceeciiiiiiriiiiii e A A A

In the above table, the key is as
follows:

A Approve.

A" Approve, but conditionally ap-
prove aspect of PSD pro-
gram relating to notification
to neighboring states.

o Not germane to infrastructure
SIPs.

NS .. No Submittal.

NA Not applicable.

Also, with respect to the 1997 and
2006 PM> s NAAQS, EPA is approving
New Hampshire’s infrastructure SIP
submittals requirements pertaining to
elements (A) and (E)(ii), and the PSD
elements (C)(ii), (D)(1)(II) (prong 3), and
(J)(iii) for which a conditional approval
was previously issued. See 77 FR 63228,
October 16, 2012. As discussed in our
July 17, 2015 notice of proposed
rulemaking (“NPR”) (see 80 FR 42446),
New Hampshire has since met the
conditions outlined in our October 16,
2012 action. However, in keeping with
the conditional approval we are issuing
today for the 2008 lead, 2008 ozone, and
2010 NO> NAAQS with respect to the
notification to neighboring states aspect
of the state’s PSD program, we are also
newly conditionally approving New
Hampshire’s infrastructure SIP
submittals for elements (C)(ii), (D)(1)(II)
(prong 3), (D)(ii), and (J)(iii) for the 1997
and 2006 PM2_5 NAAQS

In addition, we are incorporating into
the New Hampshire SIP the following
New Hampshire statutes which were
included for approval in New
Hampshire’s infrastructure SIP
submittals:

Title I, The State and Its Government,
Chapter 21-0: Department of
Environmental Services, Section 21—
0:11, Air Resources Council.

Title X Public Health, Chapter 125-C
Air Pollution Control, Section 125—
C:1—Declaration of Policy and Purpose;
Section 125-C:2—Definitions; Section
125-C:4—Rulemaking Authority;
Subpoena Power; Section 125-C:6—
Powers and Duties of the Commissioner;
Section 125—-C:8—Administration of
Chapter; Delegation of Duties; Section
125-C:9—Authority of the
Commissioner in Cases of Emergency;
Section 125—C:10—Devices Contributing

to Air Pollution; Section 125-C:10a—
Municipal Waste Combustion Units;
Section 125—-C:11—Permit Required;
Section 125—C:12—Administrative
Requirements; Section 125-C:13—
Criteria for Denial; Suspension or
Revocation; Modification; Section 125—
C:14—Rehearings and Appeals; Section
125-C:18—Existing Remedies
Unimpaired; Section 125-C:19—
Protection of Powers; and Section 125—
C:21—Severability.

Title X Public Health, Chapter 125-0:
Multiple Pollutant Reduction Program,
Section 125-0:1—Findings and
Purpose; and Section 125-0:3—
Integrated Power Plant Strategy.

Additionally, we are updating the
classification at 40 CFR 52.1521 for the
Merrimack Valley—Southern New
Hampshire air quality control region for
ozone based on recent air quality
monitoring data collected by the state,
and are granting, pursuant to 40 CFR
51.152(d)(1), the state’s request for an
exemption from the infrastructure SIP
contingency plan obligation for ozone.

EPA is conditionally approving an
aspect of New Hampshire’s SIP revision
submittals pertaining to the state’s PSD
program. The outstanding issue with the
PSD program concerns the lack of a
requirement that neighboring states be
notified of the issuance of a PSD permit
by the New Hampshire Department of
Environmental Services. On September
25, 2015, we conditionally approved
New Hampshire’s PSD program for this
reason. See 80 FR 57722. Accordingly,
we are also conditionally approving this
aspect of New Hampshire’s
infrastructure SIP revisions for the 2008
lead, 2008 ozone, 2010 NO», 1997 PM; s,
and 2006 PM, s NAAQS. New
Hampshire must submit to EPA a SIP
submittal addressing the above
mentioned deficiency in the state’s PSD
program within the timeframe provided
by our September 25, 2015 action. If the
State fails to do so, the elements we are
conditionally approving in this
rulemaking will be disapproved on that
date. EPA will notify the State by letter
that this action has occurred. At that
time, this commitment will no longer be
a part of the approved New Hampshire
SIP. EPA subsequently will publish a
document in the Federal Register

notifying the public that the conditional
approval automatically converted to a
disapproval. If the State meets its
commitment within the applicable
timeframe, the conditionally approved
submission will remain a part of the SIP
until EPA takes final action approving
or disapproving the new submittal. If
EPA disapproves the new submittal, the
conditionally approved aspect of New
Hampshire’s PSD program will also be
disapproved at that time. If EPA
approves the revised PSD program
submittal, then the portions of New
Hampshire’s infrastructure SIP
submittals that were conditionally
approved will be fully approved in their
entirety and replace the conditional
approval in the SIP. In addition, final
disapproval of an infrastructure SIP
submittal triggers the Federal
implementation plan (FIP) requirement
under section 110(c).

Other specific requirements of
infrastructure SIPs and the rationale for
EPA’s final action on New Hampshire’s
submittals are explained in the NPR and
will not be restated here.

1V. Statutory and Executive Order
Reviews

Under the Clean Air Act, the
Administrator is required to approve a
SIP submission that complies with the
provisions of the Act and applicable
Federal regulations. 42 U.S.C. 7410(k);
40 CFR 52.02(a). Thus, in reviewing SIP
submissions, EPA’s role is to approve
state choices, provided that they meet
the criteria of the Clean Air Act.
Accordingly, this action merely
approves state law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by state law. For that reason,
this action:

¢ Is not a significant regulatory action
subject to review by the Office of
Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
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substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Public Law 104—4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

e Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, the SIP is not approved to
apply on any Indian reservation land or
in any other area where EPA or an
Indian tribe has demonstrated that a
tribe has jurisdiction. In those areas of
Indian country, the rule does not have
tribal implications and will not impose
substantial direct costs on tribal
governments or preempt tribal law as
specified by Executive Order 13175 (65
FR 67249, November 9, 2000).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United

States Court of Appeals for the
appropriate circuit by February 16,
2016. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this action for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Lead, Nitrogen dioxide, Ozone,
Particulate matter, Reporting and
recordkeeping requirements, Sulfur
oxides, Volatile organic compounds.

Dated: December 2, 2015.
H. Curtis Spalding,
Regional Administrator, EPA New England.

Part 52 of chapter I, title 40 of the
Code of Federal Regulations is amended
as follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart EE—New Hampshire

m 2. Section 52.1519 is amended by
removing and reserving paragraphs
(a)(3) and (4) and adding paragraphs
(a)(6) through (10) to read as follows:

§52.1519 Identification of plan—
conditional approval.

(El] * * %

(6) 2008 Ozone NAAQS: The 110(a)(2)
infrastructure SIP submitted on
December 31, 2012, is conditionally
approved for Clean Air Act (CAA)
elements 110(a)(2)(C)(ii), (D)(i)(II), D(ii),
and (J)(iii) only as it relates to the aspect
of the PSD program pertaining to
providing notification to neighboring
states of certain permitting activity
being considered by New Hampshire.
This conditional approval is contingent
upon New Hampshire taking actions to
address these requirements as detailed
within a final conditional approval
dated September 25, 2015.

(7) 2008 Lead NAAQ: The 110(a)(2)
infrastructure SIP submitted on
November 7, 2011, is conditionally
approved for Clean Air Act (CAA)

elements 110(a)(2)(C)(ii), (D)(i)(II), D(ii),
and (J)(iii) only as it relates to the aspect
of the PSD program pertaining to
providing notification to neighboring
states of certain permitting activity
being considered by New Hampshire.
This conditional approval is contingent
upon New Hampshire taking actions to
address these requirements as detailed
within a final conditional approval
dated September 25, 2015.

(8) 2010 Nitrogen Dioxide NAAQS:
The 110(a)(2) infrastructure SIP
submitted on January 28, 2013, is
conditionally approved for Clean Air
Act (CAA) elements 110(a)(2)(C)(ii),
(D)E)1), D(ii), and (J)(iii) only as it
relates to the aspect of the PSD program
pertaining to providing notification to
neighboring states of certain permitting
activity being considered by New
Hampshire. This conditional approval is
contingent upon New Hampshire taking
actions to address these requirements as
detailed within a final conditional
approval dated September 25, 2015.

(9) 1997 PM, s NAAQS: The 110(a)(2)
infrastructure SIP submitted on April 3,
2008, is conditionally approved for
Clean Air Act (CAA) elements
110(a)(2)(C)(ii), (D)(i)(I), D(ii), and
(J)(iii) only as it relates to the aspect of
the PSD program pertaining to
providing notification to neighboring
states of certain permitting activity
being considered by New Hampshire.
This conditional approval is contingent
upon New Hampshire taking actions to
address these requirements as detailed
within a final conditional approval
dated September 25, 2015.

(10) 2006 PM, s NAAQS: The
110(a)(2) infrastructure SIP submitted
on September 18, 2009, is conditionally
approved for Clean Air Act (CAA)
elements 110(a)(2)(C)(ii), (D)({)(II), D(ii),
and (J)(iii) only as it relates to the aspect
of the PSD program pertaining to
providing notification to neighboring
states of certain permitting activity
being considered by New Hampshire.
This conditional approval is contingent
upon New Hampshire taking actions to
address these requirements as detailed
within a final conditional approval
dated September 25, 2015.

m 3. Section 52.1520 is amended by:

m a. In the table in paragraph (c), adding
three entries at the end of the table; and
m b. In the table in paragraph (e), adding
six entries at the end of the table.

The additions read as follows:

§52.1520 Identification of plan.
* * * * *
(C) * *x %
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EPA-APPROVED NEW HAMPSHIRE REGULATIONS

State citation

State effective

EPA approved date !

Explanations

*

Title 1 of the New Hamp-
shire Statues: The
State and Its Govern-
ment, Chapter 21-O.

Title X of the New Hamp-
shire Statutes: Public

Health, Chapter 125-C.

Title X of the New Hamp-
shire Statutes: Public

Health, Chapter 125-0.

*

Title/subject date
Department of Environ- 7/1/86
mental Services.
Air Pollution Control ........ 7M1/79
Multiple Pollutant Reduc- 7/1/2002

tion Program.

*

12/16/15 [Insert Federal

Register citation].

12/16/15 [Insert Federal

Register citation].

12/16/15 [Insert Federal
Register citation].

* *

Section 21-0:11, Air Resources Council.

Section 125-C:1—Declaration of Policy
and Purpose; Section 125—-C:2—Defini-
tions; Section 125-C:4—Rulemaking
Authority; Subpoena Power; Section
125-C:6—Powers and Duties of the
Commissioner; Section 125-C:8—Ad-
ministration of Chapter; Delegation of
Duties; Section 125-C:9—Authority of
the Commissioner in Cases of Emer-
gency; Section 125-C:10—Devices
Contributing to Air Pollution; Section
125-C:10a—Municipal Waste Combus-
tion Units; Section 125-C:11—Permit
Required; Section 125-C:12—Adminis-
trative Requirements; Section 125-
C:13—Criteria for Denial; Suspension
or Revocation; Modification; Section
125-C:14—Rehearings and Appeals;
Section 125-C:18—Existing Remedies
Unimpaired; Section 125-C:19—Pro-
tection of Powers; and Section 125-
C:21—Severability.

Section 125-0:1—Findings and Purpose;
Section 125—0:3—Integrated Power
Plant Strategy.

11n order to determine the EPA effective date for a specific provision listed in this table, consult the Federal Register notice cited in this col-
umn for the particular provision.

(e] * * %

NEwW HAMPSHIRE NONREGULATORY

Name of nonregulatory
SIP provision

Applicable geographic or State submittal

EPA approved date 3

Explanations

*

Infrastructure SIP for
2008 ozone NAAQS.

Infrastructure SIP for the
2008 Lead NAAQS.

Infrastructure SIP for the
2010 NO, NAAQS.

Infrastructure SIP for the
1997 PM,s NAAQS.

Infrastructure SIP for
2006 PM,s NAAQS.

Request for exemption
from contingency plan
obligation.

nonattainment area date/de;ftgctive
St;tewide * 12/31/2012
Statewide ......cccccevviiieennns 11/7/2011
Statewide .........ccoceevieenen. 1/28/2013
Statewide .......ccceviriiinienns 7/3/2012
Statewide .......ccceeiriiennenns 9/18/2009
Merrimack Valley—South- 12/31/2012

ern New Hampshire
AQCR.

*

*

12/16/15 [Insert Federal
Register citation].

12/16/15 [Insert Federal
Register citation).

12/16/15 [Insert Federal
Register citation].

12/16/15 [Insert Federal
Register citation].

12/16/15 [Insert Federal
Register citation].

12/16/15 [Insert Federal
Register citation].

* *

Approved submittal, except for certain as-
pects relating to PSD which were con-
ditionally approved. See 52.1519.

Approved submittal, except for certain as-
pects relating to PSD which were con-
ditionally approved. See 52.1519.

Approved submittal, except for certain as-
pects relating to PSD which were con-
ditionally approved. See 52.1519.

Iltems that were previously conditionally
approved on 10/16/12 now fully ap-
proved.

ltems that were previously conditionally
approved on 10/16/12 now fully ap-
proved.

State’s request for exemption from con-
tingency plan obligation, made pursu-
ant to 40 CFR 51.122(d), is granted in
light of the area’s designation as
unclassifiable/attainment for the 2008
ozone NAAQS.

3In order to determine the EPA effective date for a specific provision listed in this table, consult the Federal Register notice cited in this col-
umn for the particular provision.
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m 4.In §52.1521, revise the tabletoread  §52.1521 Classification of regions.
as follows: * * * * *
Pollutant
Air quality control region Particulate Nitro
. gen Carbon
matter Sulfur oxides dioxide monoxide Ozone

Androscoggin Valley Interstate .........cccccceeeneee.

Central New Hampshire Intrastate

Merrimack Valley—Southern New Hampshire Interstate .... | |

.................. 1A 1A

[FR Doc. 2015-31525 Filed 12—15-15; 8:45 am]
BILLING CODE 6560-50—-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2008-0762; FRL—9939-54]
Bacillus Amyloliquefaciens MBI600
(Antecedent Bacillus Subtilis MBI600);

Amendment to an Exemption From the
Requirement of a Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation amends the
existing exemption from the
requirement of a tolerance for residues
of the microbial pesticide Bacillus
subtilis strain MBI600 to change the
name to Bacillus amyloliquefaciens
strain MBI600 (antecedent Bacillus
subtilis strain MBI600) in or on all food
commodities, including residues
resulting from post-harvest uses, when
applied or used in accordance with
good agricultural practices. BASF
Corporation submitted a petition to EPA
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), requesting an
amendment to the existing exemption
from the requirement of a tolerance.
This regulation eliminates the need to
establish a maximum permissible level
for residues of Bacillus
amyloliquefaciens strain MBI600.

DATES: This regulation is effective
December 16, 2015. Objections and
requests for hearings must be received
on or before February 16, 2016, and
must be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2008-0762, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William

Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW., Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305—-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Robert McNally, Biopesticides and
Pollution Prevention Division (7511P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; main telephone
number: (703) 305—7090; email address:
BPPDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.ecfr.gov/cgi-bin/text-
idx?&c=ecfr&tpl=/ecfrbrowse/Title40/
40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2008-0762 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before February 16, 2016. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBD)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2008-0762, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW., Washington, DC 20460-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.html.

Additional instructions on
commenting or visiting the docket,
along with more information about
dockets generally, is available at http://
www.epa.gov/dockets.


http://www.epa.gov/dockets/contacts.html
http://www.epa.gov/dockets/contacts.html
http://www.regulations.gov
http://www.regulations.gov
http://www.epa.gov/dockets
http://www.epa.gov/dockets
http://www.regulations.gov
http://www.epa.gov/dockets
mailto:BPPDFRNotices@epa.gov

78142

Federal Register/Vol. 80, No. 241/ Wednesday, December 16, 2015/Rules and Regulations

II. Background

In the Federal Register of April 6,
2015 (80 FR 18327) (FRL-9924-00),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 4F8336)
by BASF Corporation, 26 Davis Drive,
Research Triangle Park, NC 27709. The
petition requested that 40 CFR 180.1128
be amended to change the species name
of the pesticide chemical substance
covered by the existing exemption, i.e.,
from the microbial pesticide “Bacillus
subtilis strain MBI600” to “Bacillus
amyloliquefaciens strain MBI600
(antecedent Bacillus subtilis strain
MBI600).”” The remaining terms of the
exemption would remain the same, i.e.,
residues of the pesticide would be
exempted from the requirement of a
tolerance in or on all food commodities,
including residues resulting from post-
harvest uses, when applied or used in
accordance with good agricultural
practices. That document referenced a
summary of the petition prepared by the
petitioner BASF Corporation, which is
available in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

II1. Final Rule

A. EPA’s Safety Determination

Section 408(c)(2)(A)() of FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(2)(A)(ii) of FFDCA
defines “‘safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Pursuant to
FFDCA section 408(c)(2)(B), in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in FFDCA section
408(b)(2)(C), which require EPA to give
special consideration to exposure of
infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”” Additionally,
FFDCA section 408(b)(2)(D) requires
that the Agency consider “available

information concerning the cumulative
effects of a particular pesticide’s
residues” and “‘other substances that
have a common mechanism of toxicity.”

EPA evaluated the available identity,
toxicity and exposure data on Bacillus
amyloliquefaciens strain MBI600
(antecedent Bacillus subtilis strain
MBI600) and considered its validity,
completeness, and reliability, as well as
the relationship of this information to
human risk. A full explanation of the
data upon which EPA relied and its risk
assessment based on that data can be
found within the October 5, 2015,
document entitled “Federal Food, Drug,
and Cosmetic Act (FFDCA)
Considerations Bacillus
amyloliquefaciens strain MBI600.”” This
document, as well as other relevant
information, is available in the docket
for this action as described under
ADDRESSES. Based upon its evaluation,
EPA concludes that there is a reasonable
certainty that no harm will result to the
U.S. population, including infants and
children, from aggregate exposure to
residues of Bacillus amyloliquefaciens
strain MBI600. Therefore, the existing
tolerance exemption for Bacillus subtilis
strain MBI600 is amended by
establishing an exemption from the
requirement of a tolerance for residues
of the biofungicide Bacillus
amyloliquefaciens strain MBI600
(antecedent Bacillus subtilis strain
MBI600) in or on all food commodities,
including residues resulting from post-
harvest uses, when applied or used in
accordance with good agricultural
practices.

B. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is amending an existing
exemption from the requirement of a
tolerance without any numerical
limitation for the reasons contained in
the October 5, 2015 document entitled
“Federal Food, Drug, and Cosmetic Act
(FFDCA) Considerations for Bacillus
amyloliquefaciens strain MBI600.”

IV. Statutory and Executive Order
Reviews

This action amends a tolerance
exemption under FFDCA section 408(d)
in response to a petition submitted to
the Agency. The Office of Management
and Budget (OMB) has exempted these
types of actions from review under
Executive Order 12866, entitled
“Regulatory Planning and Review” (58
FR 51735, October 4, 1993). Because
this action has been exempted from
review under Executive Order 12866,
this action is not subject to Executive
Order 13211, entitled “Actions

Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled ‘“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997).
This action does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled “Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This action directly regulates growers,
food processors, food handlers, and food
retailers, not States or tribes, nor does
this action alter the relationships or
distribution of power and
responsibilities established by Congress
in the preemption provisions of FFDCA
section 408(n)(4). As such, the Agency
has determined that this action will not
have a substantial direct effect on States
or tribal governments, on the
relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this action. In addition, this action
does not impose any enforceable duty or
contain any unfunded mandate as
described under Title II of the Unfunded
Mandates Reform Act (UMRA) (2 U.S.C.
1501 et seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act
(NTTAA) (15 U.S.C. 272 note).

V. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule and
other required information to the U.S.


http://www.regulations.gov
http://www.regulations.gov
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Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
Register. This action is not a “‘major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: December 3, 2015.
Robert McNally,
Director, Biopesticides and Pollution
Prevention Division, Office of Pesticide
Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
W 2. Revise §180.1128 to read as
follows:

§180.1128 Bacillus amyloliquefaciens
MBI600; exemption from the requirement of
a tolerance.

An exemption from the requirement
of a tolerance is established for residues
of the biofungicide Bacillus
amyloliquefaciens MBI600 (antecedent
Bacillus subtilis MBI600) in or on all
food commodities, including residues
resulting from post-harvest uses, when
applied or used in accordance with
good agricultural practices.

[FR Doc. 201531462 Filed 12-15-15; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2015-0766; FRL-9939-95]
Extension of Pesticide Residue

Tolerances for Emergency Exemptions
(Multiple Chemicals)

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation extends
existing time-limited tolerances for
residues of the pesticides bifenthrin in
or on apple, peach and nectarine;
dinotefuran in or on pome fruit and
stone fruit; imidacloprid in or on
sugarcane, cane and sugarcane
molasses; and streptomycin in or on
grapefruit and grapefruit, dried pulp.
These actions are in response to EPA’s

granting of emergency exemptions
under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA)
authorizing use of these pesticides. In
addition, the Federal Food, Drug, and
Cosmetic Act (FFDCA) requires EPA to
establish a time-limited tolerance or
exemption from the requirement for a
tolerance for pesticide chemical
residues in food that will result from the
use of a pesticide under an emergency
exemption granted by EPA.

DATES: This regulation is effective
December 16, 2015. Objections and
requests for hearings must be received
on or before February 16, 2016, and
must be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).
ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2015-0766, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW., Washington, DC
20460—-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Susan Lewis, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; main telephone
number: (703) 305—7090; email address:
RDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.ecfr.gov/cgi-bin/text-
idx?&c=ecfr&tpl=/ecfrbrowse/Title40/
40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2015-0766 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
received by the Hearing Clerk on or
before February 16, 2016. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBD) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2015-0766 by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.,
NW., Washington, DC 20460—-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.html.

Additional instructions on
commenting or visiting the docket,
along with more information about
dockets generally, is available at
http://www.epa.gov/dockets.


http://www.epa.gov/dockets/contacts.html
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http://www.regulations.gov
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II. Background and Statutory Findings

EPA published final rules in the
Federal Register for each chemical
listed. The initial issuance of these final
rules announced that EPA, on its own
initiative, under FFDCA section 408, 21
U.S.C. 3464a, was establishing time-
limited tolerances for residues of a
pesticide in or on one or more food
commodities.

EPA established the tolerances
because FFDCA section 408(1)(6)
requires EPA to establish a time-limited
tolerance, or exemption from the
requirement for a tolerance, for
pesticide chemical residues in food that
will result from the use of a pesticide
under an emergency exemption granted
by EPA under FIFRA section 18. Such
tolerances can be established without
providing notice or time for public
comment.

EPA received requests to extend the
emergency use of these chemicals for
this year’s growing season. After having
reviewed these submissions, EPA
concurs that emergency conditions
continue to exist. EPA assessed the
potential risks presented by residues for
each chemical. In doing so, EPA
considered the safety standard in
FFDCA section 408(b)(2), and decided
that the necessary tolerance under
FFDCA section 408(1)(6) would be
consistent with the safety standard and
with FIFRA section 18.

The data and other relevant material
have been evaluated and discussed in
the final rules originally published to
support these uses. Based on that data
and information considered, the Agency
reaffirms that extension of these time-
limited tolerances will continue to meet
the requirements of FFDCA section
408(1)(6). Therefore, each of the time-
limited tolerances is extended until the
date listed, when they will expire and
become revoked. EPA intends to publish
a document in the Federal Register to
remove the revoked tolerances from the
Code of Federal Regulations (CFR).
Although these tolerances will expire
and are revoked on the dates listed,
under FFDCA section 408(1)(5), residues
of a pesticide not in excess of the
amount specified in the tolerance
remaining in or on a commodity after
that date will not be unlawful, provided
the residues are present as a result of an
application or use of the pesticide at a
time and in a manner that was lawful
under FIFRA, a tolerance was in place
at the time of the application, and the
residues do not exceed the level that
was authorized by the tolerance. EPA
will take action to revoke these
tolerances earlier if any experience
with, scientific data on, or other

relevant information on these pesticides
indicates that the residues are not safe.

Tolerances for the use of the following
pesticide chemicals on specific
commodities are being extended:

Bifenthrin. EPA has authorized under
FIFRA section 18 the use of bifenthrin
on apple, peach, and nectarine for
control of the brown marmorated
stinkbug in multiple states. This
regulation extends existing time-limited
tolerances for residues of the insecticide
bifenthrin, including its metabolites and
degradates, in or on apple, peach, and
nectarine at 0.5 part per million (ppm)
for an additional 3-year period. These
tolerances will expire and are revoked
on December 31, 2018. The time-limited
tolerances were originally published in
the Federal Register of September 14,
2012 (77 FR 56782) (FRL-9361-6).

Dinotefuran. EPA has authorized
under FIFRA section 18 the use of
dinotefuran on pome fruit and stone
fruit for control of the brown
marmorated stinkbug in multiple states.
This regulation extends existing time-
limited tolerances for residues of the
insecticide dinotefuran, including its
metabolites and degradates, in or on
fruit, pome, group 11 and fruit, stone,
group 12 at 2.0 ppm for an additional
three-year period. These tolerances will
expire and are revoked on December 31,
2018. The time-limited tolerances were
originally published in the Federal
Register of November 9, 2012 (77 FR
67282) (FRL-9366—-3), and revised in the
Federal Register of January 22, 2014 (79
FR 3508) (FRL-9402-8).

Imidacloprid. EPA has authorized
under FIFRA section 18 the use of
imidacloprid on sugarcane for control of
the West Indian cane fly in Louisiana.
This regulation extends existing time-
limited tolerances for residues of the
insecticide imidacloprid, including its
metabolites and degradates, in or on
sugarcane, cane at 6.0 ppm and
sugarcane, molasses at 50 ppm for an
additional 3-year period. These
tolerances will expire and are revoked
on December 31, 2018. The time-limited
tolerances were originally published in
the Federal Register of June 5, 2013 (78
FR 33736) (FRL-9387-9).

Streptomycin. EPA has authorized
under FIFRA section 18 the use of
streptomycin on grapefruit for control of
citrus canker in Florida. This regulation
extends existing time-limited tolerances
for residues of the pesticide
streptomycin, including its metabolites
and degradates, in or on grapefruit at
0.15 ppm and grapefruit, dried pulp at
0.40 ppm for an additional 3-year
period. These tolerances will expire and
are revoked on December 31, 2018. The
time-limited tolerances were originally

published in the Federal Register of
May 17, 2013 (78 FR 29049) (FRL-9385—
3).

II1. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

The Codex has not established MRLs
for bifenthrin in/on apple, peach, or
nectarine; dinotefuran in/on pome fruit
or stone fruit; imidacloprid in/on
sugarcane, cane or sugarcane molasses;
nor streptomycin in/on grapefruit or
grapefruit, dried pulp.

1V. Statutory and Executive Order
Reviews

This action establishes tolerances
under FFDCA sections 408(e) and
408(1)(6). The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). This action does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), nor does it require
any special considerations under
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).
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Since tolerances and exemptions that
are established under FFDCA sections
408(e) and 408(1)(6), such as the
tolerances in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This action directly regulates growers,
food processors, food handlers, and food
retailers, not States or tribes, nor does
this action alter the relationships or
distribution of power and
responsibilities established by Congress
in the preemption provisions of FFDCA
section 408(n)(4). As such, the Agency
has determined that this action will not
have a substantial direct effect on States
or tribal governments, on the
relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined

1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this action. In addition, this action
does not impose any enforceable duty or
contain any unfunded mandate as
described under Title II of the Unfunded
Mandates Reform Act (UMRA) (2 U.S.C.
1501 et seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act
(NTTAA) (15 U.S.C. 272 note).

V. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller

Register. This action is not a “major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: December 8, 2015.

Daniel J. Rosenblatt,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]
m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2.In §180.245, revise the table in
paragraph (b) to read as follows:

§180.245 Streptomycin; tolerances for
residues.

that Executive Order 13132, entitled General of the United States prior to * * * * *
“Federalism” (64 FR 43255, August 10,  publication of the rule in the Federal (b) * * *
Commodit Parts per million Expiration/
Y P revocation date
[T =TT U USSP USOPRUSOPN 0.15 12/31/2018
[T ==Y { U1 e 51T o T o S 0.40 12/31/2018
* * * * * §180.442 Bifenthrin; tolerances for (b) * * *
m 3.In §180.442, revise the table in residues.
paragraph (b) to read as follows: * * * * *
. o Expiration/
Commodity Parts per million revocation date
Yoo TSSO T TSROV PPN 0.5 12/31/2018
Nectarine ... 0.5 12/31/2018
oY To] o TSSOSO 0.5 12/31/2018
* * * * * §180.472 Imidacloprid; tolerances for (b) * * *
m 4.In § 180.472, revise the table in residues.
paragraph (b) to read as follows: * * * * *
. o Expiration/
Commodity Parts per million revocation date
STU Lo =T (ot T o7 Lo L= YOS 6.0 12/31/2018
SUGAICANE, MOIASSES ...ttt ettt et ettt e e bt e sh et st e e ees e e b e e ebe e e ebe e st e e nbe e e neenaneennes 50 12/31/2018
* * * * * §180.603 Dinotefuran; tolerances for (b) * * *
m 5.In § 180.603, revise the table in residues.
paragraph (b) to read as follows: * * * * *
] - Expiration/
Commodity Parts per million revocation date

Fruit, pome, Group 11
Fruit, stone, Group 12

2.0
2.0

12/31/2018
12/31/2018
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[FR Doc. 2015-31518 Filed 12-15-15; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2015-0023; FRL-9935-81]

Choline Chloride; Exemption From the
Requirement of a Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of the Choline
Chloride (Acetyl Choline) in or on all
food commodities when applied/used
pre-harvest and used in accordance with
label directions and good agricultural
practices. CP Bio, Inc., submitted a
petition to EPA under the Federal Food,
Drug, and Cosmetic Act (FFDCA),
requesting an exemption from the
requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of Choline Chloride.

DATES: This regulation is effective
December 16, 2015. Objections and
requests for hearings must be received
on or before February 16, 2016, and
must be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2015-0023, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW., Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Robert McNally, Biopesticides and
Pollution Prevention Division (7511P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; main telephone

number: (703) 305-7090; email address:
BPPDFRNotices@epa.gov.
SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.ecfr.gov/cgi-bin/text-
idx?&c=ecfré&tpl=/ecfrbrowse/Title40/
40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 346a, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—
OPP-2015-0023 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before February 16, 2016. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-GBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—

2015-0023, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW., Washington, DC 20460-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.html.
Additional instructions on commenting
or visiting the docket, along with more
information about dockets generally, is
available at http://www.epa.gov/
dockets.

II. Background and Statutory Findings

In the Federal Register of March 4,
2015 (80 FR 11611) (FRL-9922-68),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 4F8287)
by CP Bio, Inc., 4802 Murrieta Street,
Chino, CA 91710. The petition
requested that 40 CFR part 180 be
amended by establishing an exemption
from the requirement of a tolerance for
residues of Choline Chloride in or on all
food commodities (when applied pre-
harvest). That document referenced a
summary of the petition prepared by the
petitioner CP Bio, Inc., which is
available in the docket, http://
www.regulations.gov. There were no
substantive comments received in
response to the notice of filing.

Section 408(c)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Pursuant to
FFDCA section 408(c)(2)(B), in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in FFDCA section
408(b)(2)(C), which require EPA to give
special consideration to exposure of
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infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue.—. . .” Additionally,
FFDCA section 408(b)(2)(D) requires
that the Agency consider “available
information concerning the cumulative
effects of a particular pesticide’s
residues” and ““other substances that
have a common mechanism of toxicity.”
EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

III. Toxicological Profile

Consistent with FFDCA section
408(b)(2)(D), EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness and reliability, and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

A. Overview of Choline Chloride

Choline Chloride is an ammonium
salt that readily dissociates into two
constituents—Choline and Chloride. It
presents as a white crystalline solid that
is odorless. Each constituent is
ubiquitous in the environment,
constitutes a regular part of the human
diet, and serves many critical functions
in the human body. Choline is found in
such foods as egg yolk, vegetables and
animal fat. It is a precursor of a vital
neurotransmitter; and it is critical for
the structural integrity of cell
membranes and various metabolic
functions. Chloride is also a regular part
of the human diet, particularly as a
constituent of edible salt, and serves
many functions in human biology.
Chiefly, Chloride is an essential
electrolyte responsible for maintaining
acid/base balance, transmitting nerve
impulses and regulating fluid in and out
of cells.

Choline Chloride is already approved
for use by EPA as an inert ingredient in
pesticide products without numerical
limitation for pre-harvest use (40 CFR
180.920). Additionally, Choline
Chloride is designated as GRAS
(Generally Recognized as Safe) and is
approved by the Food and Drug

Administration (FDA) as a human
nutrient under 21 CFR 182.8252 and as
a nutrient in animal feeds under 21 CFR
582.5252.

As a biopesticide, Choline Chloride is
considered a plant growth regulator
(PGR) intended for use to increase
growth and decrease stress in growing
crops. It has a non-toxic mode of action;
and as with most PGRs, it is applied at
low concentrations because use at high
concentrations result in detrimental
effects to the plant.

B. Biochemical Pesticide Toxicology
Data Requirements

All applicable mammalian toxicology
data requirements supporting the
petition to establish an exemption from
the requirement of a tolerance for the
use of Choline Chloride as an active
ingredient for use as a PGR on food
crops have been fulfilled. All acute
toxicology data requirements were
fulfilled through guideline studies. The
Acute Oral Toxicity Category is III; all
other categories are IV. Additionally, the
information submitted in support of the
application indicate that Choline
Chloride is non-mutagenic and that it is
not subchronically or developmentally
toxic. Subchronic oral toxicity,
mutagenicity and developmental
toxicity data requirements were satisfied
through scientific literature. Subchronic
dermal and inhalation requirements
were waived for lack of exposure. (A
complete assessment of the toxicology
submission for Choline Chloride can be
found in the docket.)

C. EPA’s Safety Determination

EPA evaluated the available toxicity
and exposure data on Choline Chloride
and considered its validity,
completeness, and reliability, as well as
the relationship of this information to
human risk. A full explanation of the
data upon which EPA relied and its risk
assessment based on that data can be
found within the August 11, 2015,
document entitled “Federal Food, Drug,
and Cosmetic Act (FFDCA)
Considerations for Choline Chloride.”
This document, as well as other relevant
information, is available in the docket
for this action as described under
ADDRESSES. Based upon its evaluation,
EPA concludes that there is a reasonable
certainty that no harm will result to the
U.S. population, including infants and
children, from aggregate exposure to
residues of Choline Chloride. Therefore,
an exemption from the requirement of a
tolerance is established for residues of
Choline Chloride in or on all food
commodities when applied pre-harvest
and used in accordance with label

directions and good agricultural
practices.

IV. Aggregate Exposures

In examining aggregate exposure,
FFDCA section 408 directs EPA to
consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

A. Dietary Exposure

Food Exposure. Dietary exposure to
the pesticidal residues of Choline
Chloride is expected to be negligible. (1)
Choline Chloride is a PGR and is
necessarily applied at low
concentrations. (High concentrations
result in detrimental effects to the
plant). (2) Choline Chloride biodegrades
rapidly. A MITI-I test demonstrated that
Choline Chloride is 93% degraded
within 14 days. (3) As a salt, Choline
Chloride dissociates readily when in
contact with water, making its
persistence as a residue even more
unlikely.

Should exposure occur, however,
minimal to no risk is expected for the
general population, including infants
and children. Notably, humans are
already dietarily exposed to Choline
Chloride. It is produced endogenously,
and is found naturally in foods in the
human diet. Indeed, it is considered an
essential human dietary component,
serving critical functions in nerve
transmission, cell membrane integrity
and lipid metabolism.

Drinking Water Exposure. No
significant residues of Choline Chloride
are expected in drinking water when
products are used according to label
instructions. The active ingredient is
applied terrestrially at low
concentrations; it is very soluble in
water; and it biodegrades rapidly, once
applied. As such, any residues of
Choline Chloride in drinking water are
anticipated to be negligible.

It should be additionally noted that
both Choline and Chloride, the
constituents of Choline Chloride, are
ubiquitous in the environment; and
there is a long history of incidental, but
minor, exposure through drinking
water.

B. Other Non-Occupational Exposure

Non-occupational exposure to
Choline Chloride residues are not
expected. Choline Chloride is not
intended for use in residential settings;
it is intended for agricultural use only.
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Nonetheless, even in the event of
incidental exposure, minimal to no risk
is expected due to the low toxicity of
the chemical as explained in the risk
assessment found in the docket.

V. Cumulative Effects From Substances
With a Common Mechanism of Toxicity

Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“‘available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found Choline Chloride
to share a common mechanism of
toxicity with any other substances, and
Choline Chloride does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that Choline Chloride does not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s Web site at http://
www.epa.gov/pesticides/cumulative.

VI. Determination of Safety for U.S.
Population, Infants and Children

FFDCA section 408(b)(2)(C) provides
that, in considering the establishment of
a tolerance or tolerance exemption for a
pesticide chemical residue, the EPA
shall assess the available information
about consumption patterns among
infants and children, special
susceptibility of infants and children to
pesticide chemical residues, and the
cumulative effects on infants and
children of the residues and other
substances with a common mechanism
of toxicity. In addition, FFDCA section
408(b)(2)(C) provides that the EPA shall
apply an additional tenfold (10X)
margin of safety for infants and children
in the case of threshold effects to
account for prenatal and postnatal
toxicity and the completeness of the
database on toxicity and exposure,
unless the EPA determines that a
different margin of safety will be safe for
infants and children. This additional
margin of safety is commonly referred to
as the Food Quality Protection Act
Safety Factor. In applying this
provision, the EPA either retains the
default value of 10X, or uses a different
additional or no safety factor when
reliable data are available to support a
different additional or no safety factor.

Because there are no threshold effects
associated with this biochemical, an

additional margin of safety for infants
and children is not necessary.

EPA has determined that there are no
foreseeable dietary risks to the U.S.
population, including infants and
children, from the pesticidal use of
Choline Chloride. Exposure to the
residues of Choline Chloride is expected
to be negligible due to the low
concentrations associated with its use as
a PGR, its high solubility and its rapid
biodegradability. Moreover, any
exposure to Choline Chloride residues
are not expected to pose a risk. No toxic
endpoints have been identified for
Choline Chloride. There has been a long
history of significant human dietary and
endogenous exposure without
documented incident. And the
constituents of Choline Chloride are
known to be readily metabolized.

VII. Other Considerations
A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

The Codex has not established a MRL
for Choline Chloride.

VIII. Conclusions

Based on its assessment of Choline
Chloride, EPA concludes that there is a
reasonable certainty that no harm will
result to the general population, or to
infants and children, from aggregate
exposure to Choline Chloride. EPA is
therefore establishing an exemption
from the requirement of a tolerance for
residues of Choline Chloride in or on all
food commodities when applied pre-

harvest in accordance with label
directions and good agricultural
practices.

IX. Statutory and Executive Order
Reviews

This action establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). This action does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., nor does it require
any special considerations under
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This action directly regulates growers,
food processors, food handlers, and food
retailers, not States or tribes, nor does
this action alter the relationships or
distribution of power and
responsibilities established by Congress
in the preemption provisions of FFDCA
section 408(n)(4). As such, the Agency
has determined that this action will not
have a substantial direct effect on States
or tribal governments, on the
relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
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to this action. In addition, this action
does not impose any enforceable duty or
contain any unfunded mandate as
described under Title II of the Unfunded
Mandates Reform Act (UMRA) (2 U.S.C.
1501 et seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act
(NTTAA) (15 U.S.C. 272 note).

X. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of

Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
Register. This action is not a “‘major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: December 1, 2015.

Jack E. Housenger,
Director, Office of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Add § 180.1334 to subpart D to read
as follows:

§180.1334 Choline Chloride; Exemption
from the Requirement of a Tolerance.

An exemption from the requirement
of a tolerance is established for residues
of Choline Chloride in or on all food
commodities when Choline Chloride is
applied pre-harvest and used in
accordance with label directions and
good agricultural practices.

[FR Doc. 2015-31464 Filed 12—15-15; 8:45 am]
BILLING CODE 6560-50—-P
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This section of the FEDERAL REGISTER
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issuance of rules and regulations. The
purpose of these notices is to give interested
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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 205

[Document Number AMS-NOP-15-0052;
NOP-15-12]

RIN 0581-AD39
National Organic Program (NOP);

Sunset 2016 Amendments to the
National List

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed rule.

SUMMARY: This proposed rule would
address recommendations submitted to
the Secretary of Agriculture (Secretary)
by the National Organic Standards
Board (NOSB) following their April
2015 meeting. These recommendations
pertain to the 2016 Sunset Review of
substances on the U.S. Department of
Agriculture’s (USDA) National List of
Allowed and Prohibited Substances
(National List). Consistent with the
recommendations from the NOSB, this
proposed rule would remove five non-
organic nonagricultural substances from
the National List for use in organic
handling: Egg white lysozyme,
cyclohexylamine, diethylaminoethanol,
octadecylamine, and tetrasodium
pyrophosphate.

DATES: Comments must be received by
February 16, 2016.

ADDRESSES: Interested persons may
comment on the proposed rule using the
following procedures:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Mail: Robert Pooler, Standards
Division, National Organic Program,
USDA-AMS-NOP, 1400 Independence
Ave. SW., Room 2642-So., Ag Stop
0268, Washington, DC 20250-0268.

Instructions: All submissions received
must include the docket number AMS—
NOP-15-0052; NOP-15-12, and/or
Regulatory Information Number (RIN)

0581-AD39 for this rulemaking. You
should clearly indicate the topic and
section number of this proposed rule to
which your comment refers. You should
clearly indicate whether you support
the action being proposed for the
substances in this proposed rule. You
should clearly indicate the reason(s) for
your position. You should also supply
information on alternative management
practices, where applicable, that
support alternatives to the proposed
action. You should also offer any
recommended language change(s) that
would be appropriate to your position.
Please include relevant information and
data to support your position (e.g.
scientific, environmental,
manufacturing, industry, impact
information, etc.). Only relevant
material supporting your position
should be submitted. All comments
received and any relevant background
documents will be posted without
change to http://www.regulations.gov.
Document: For access to the
document and to read background
documents or comments received, go to
http://www.regulations.gov. Comments
submitted in response to this proposed
rule will also be available for viewing in
person at USDA—AMS, National Organic
Program, Room 2642—-South Building,
1400 Independence Ave. SW.,
Washington, DC, from 9 a.m. to 12 noon
and from 1 p.m. to 4 p.m., Monday
through Friday (except official Federal
holidays). Persons wanting to visit the
USDA South Building to view
comments received in response to this
proposed rule are requested to make an
appointment in advance by calling (202)
720-3252.
FOR FURTHER INFORMATION CONTACT:
Robert Pooler, Standards Division,
email: bob.pooler@ams.usda.gov,
Telephone: (202) 720-3252; Fax: (202)
205-7808.
SUPPLEMENTARY INFORMATION:

I. Background

The National Organic Program (NOP)
is authorized by the Organic Foods
Production Act of 1990 (OFPA), as
amended (7 U.S.C. 6501-6522). The
USDA Agricultural Marketing Service
(AMS) administers the NOP. Final
regulations implementing the NOP, also
referred to as the USDA organic
regulations, were published December
21, 2000 (65 FR 80548), and became
effective on October 21, 2002. Through

these regulations, the AMS oversees
national standards for the production,
handling, and labeling of organically
produced agricultural products. Since
becoming effective, the USDA organic
regulations have been frequently
amended, mostly for changes to the
National List in 7 CFR 205.601-205.606.

This National List identifies the
synthetic substances that may be used
and the nonsynthetic substances that
may not be used in organic production.
The National List also identifies
synthetic, nonsynthetic nonagricultural,
and nonorganic agricultural substances
that may be used in organic handling.
The OFPA and the USDA organic
regulations, as indicated in § 205.105,
specifically prohibit the use of any
synthetic substance in organic
production and handling unless the
synthetic substance is on the National
List. Section 205.105 also requires that
any nonorganic agricultural substance
and any nonsynthetic nonagricultural
substance used in organic handling
appear on the National List.

As stipulated by the OFPA,
recommendations to propose
amendment of the National List are
developed by the NOSB, operating in
accordance with the Federal Advisory
Committee Act (5 U.S.C. App. 2 et seq.),
to assist in the evaluation of substances
to be used or not used in organic
production and handling, and to advise
the Secretary on the USDA organic
regulations. The OFPA also requires a
sunset review of all substances included
on the National List within five years of
their addition to or renewal on the list.
If a listed substance is not reviewed by
the NOSB and renewed by the USDA
within the five year period, its
allowance or prohibition on the
National List is no longer in effect.
Under the authority of the OFPA, the
Secretary can amend the National List
through rulemaking based upon
proposed amendments recommended by
the NOSB.

The NOSB’s recommendations to
continue existing exemptions and
prohibitions include consideration of
public comments and applicable
supporting evidence that express a
continued need for the use or
prohibition of the substance(s) as
required by the OFPA.
Recommendations to either continue or
discontinue an authorized exempted
synthetic substance (7 U.S.C. 6517(c)(1))
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are determined by the NOSB’s
evaluation of technical information,
public comments, and supporting
evidence that demonstrate that the
substance is: (a) Harmful to human
health or the environment; (b) no longer
necessary for organic production due to
the availability of alternative wholly
nonsynthetic substitute products or
practices; or (c) inconsistent with
organic farming and handling practices.

In accordance with the sunset review
process published in the Federal
Register on September 16, 2013 (78 FR
61154), this proposed rule would amend
the National List to reflect
recommendations submitted to the
Secretary by the NOSB on April 30,
2015, to amend the National List to
remove five substances allowed as
ingredients in or on processed products
labeled as ““organic.” The exemptions of
each substance appearing on the
National List for use in organic
production and handling are evaluated
by the NOSB using the evaluation
criteria specified on the OFPA (7 U.S.C.
6517—6518).

II. Overview of Proposed Amendments
Nonrenewals

After considering public comments
and supporting documents, the NOSB
determined that one substance
exemption on § 205.605(a) and four
substance exemptions on § 205.605(b) of
the National List are no longer necessary
for organic handling. AMS has reviewed
and proposes to accept the five NOSB
recommendations for removal. Based
upon these NOSB recommendations,
this action proposes to amend the
National List to remove the exemptions
for egg white lysozyme,
cyclohexylamine, diethylaminoethanol,
octadecylamine, and tetrasodium
pyrophosphate.

Egg White Lysozyme

The USDA organic regulations
include an exemption on the National
List for egg white lysozyme as an
ingredient for use in organic processed
products at § 205.605(a) as follows: Egg
white lysozyme (CAS # 9001-63-2). In
2004, egg white lysozyme was
petitioned for addition to § 205.605
because it was considered to be an
essential processing aid/preservative for
controlling bacteria that survived the
pasteurization process of milk that is
used for cheese manufacture. As
recommended by the NOSB, egg white
lysozyme was added to the National List
on September 12, 2006 (71 FR 53299).
As required by OFPA, the NOSB
recommended the renewal of egg white
lysozyme during their 2011 sunset

review which was renewed by the
Secretary on August 3, 2011 (76 FR
46595). The NOSB completed their most
recent sunset review of the exemption of
egg white lysozyme at their April 2015
meeting. Two notices of the public
meetings on the 2016 sunset review
with request for comments were
published in Federal Register on
September 8, 2014 (79 FR 53162) and on
March 12, 2015 (80 FR 12975). Their
purpose was to notify the public that the
egg white lysozyme exemption
discussed in this proposed rule would
expire on September 12, 2016, if not
reviewed by the NOSB and renewed by
the Secretary. During their sunset
review deliberation, the NOSB
considered written comments received
prior to and during the public meetings
on all substance exemptions included in
the 2016 sunset review. These written
comments can be viewed at http://
www.regulations.gov by searching for
the document ID numbers: AMS-NOP—
14-0063 (October 2014 public meeting)
and AMS-NOP-15-0002 (April 2015
public meeting). The NOSB also
considered oral comments received
during these public meetings which are
included in the meeting transcripts
available on the NOP Web site at
http://www.ams.usda.gov/nop. During
their sunset review of egg white
lysozyme the NOSB considered two
technical reports on enzymes that were
requested by and developed for the
NOSB in 2011 and 2003, which are also
available for review in the petitioned
substance database on the NOP Web
site.

The NOSB received no public
comments supporting the continued
need for the use of egg white lysozyme
in organic processed products. Based
upon the lack of public comments
requesting the continued use of egg
white lysozyme and supportive
documents, the NOSB determined that
the exemption for egg white lysozyme
on the National List in § 205.605(a) is no
longer necessary or essential for organic
processed products. Subsequently, the
NOSB recommended removal of egg
white lysozyme from the National List
at their April 2015 public meeting.

AMS accepts the NOSB’s
recommendation on removing egg white
lysozyme from the National List. This
proposed rule would amend
§205.605(a) by removing the substance
exemption for egg white lysozyme. This
amendment is proposed to be effective
on egg white lysozyme’s current sunset
date, September 12, 2016.

Cyclohexylamine

The USDA organic regulations
include an exemption on the National

List for cyclohexylamine as a processing
aid for use in processed products at
§205.605(b) as follows:
Cyclohexylamine (CAS # 108-91-8)—
for use only as a boiler water additive
for packaging sterilization. In December
2000, cyclohexylamine was petitioned
for addition to § 205.605 for use as a
boiler water additive in steam
production for food processing facilities.
As recommended by the NOSB,
cyclohexylamine was added to the
National List on September 12, 2006 (71
FR 53299). As required by OFPA, the
NOSB recommended the renewal of
cyclohexylamine during their 2011
sunset review. The Secretary accepted
the NOSB’s recommendation and
published a notice renewing the
cyclohexylamine exemption on the
National List on August 3, 2011 (76 FR
46595). Subsequently, the exemption for
cyclohexylamine as included on the
National List was considered during the
NOSB’s 2016 sunset review. Two
notices of the NOSB’s public meetings
with request for comments were
published in Federal Register on
September 8, 2014 (79 FR 53162) and on
March 12, 2015 (80 FR 12975). They
notified the public that the
cyclohexylamine exemption discussed
in this proposed rule would expire on
September 12, 2016, if not reviewed by
the NOSB and renewed by the
Secretary. During their 2016 sunset
review deliberation, the NOSB
considered written comments received
prior to and during the public meetings
on all substance exemptions included in
the 2016 sunset review. These written
comments can be viewed at http://
www.regulations.gov by searching for
the document ID numbers: AMS-NOP—
14-0063 (October 2014 public meeting)
and AMS-NOP-15-0002 (April 2015
public meeting). The NOSB also
considered oral comments received
during these public meetings which are
included in the meeting transcripts
available on the NOP Web site at
http://www.ams.usda.gov/nop. During
their 2016 sunset review, the NOSB
considered a technical report on
cyclohexylamine that was requested by
and developed for the NOSB in 2001,
which is available for review in the
petitioned substance database on the
NOP Web site.

Within the September 2014 and April
2015 meeting notices, the NOSB
requested information on the continued
use of cyclohexylamine as a boiler water
additive. Public comment in response to
these requests provided the NOSB with
limited information in support of the
continued need for the use of
cyclohexylamine as a boiler water
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additive in the production of organic
processed products. As a result of the
lack of support for the continued use of
cyclohexylamine and the NOSB
determination that the exemption for
cyclohexylamine on § 205.605(b) is no
longer necessary or essential for organic
processed products, the NOSB
recommended cyclohexylamine be
removed from the National List at their
April 2015 public meeting.

AMS accepts the NOSB’s
recommendation on removing
cyclohexylamine from the National List.
This proposed rule would amend
§ 205.605(b) by removing the substance
exemption for cyclohexylamine. This
amendment is proposed to be effective
on cyclohexylamine’s current sunset
date, September 12, 2016.

Diethylaminoethanol

The USDA organic regulations
include an exemption on the National
List for diethylaminoethanol as a
processing aid for use in organic
processed products at § 205.605(b) as
follows: Diethylaminoethanol (CAS #
100—-37-8)—for use only as a boiler
water additive for packaging
sterilization. In December 2000,
diethylaminoethanol was petitioned for
addition onto § 205.605 for use as a
boiler water additive in steam
production for food processing facilities.
As recommended by the NOSB,
diethylaminoethanol was added to the
National List on September 12, 2006 (71
FR 53299). As required by OFPA, the
NOSB recommended the renewal of
diethylaminoethanol during their 2011
sunset review. The Secretary accepted
the NOSB’s recommendation and
published a notice renewing the
diethylaminoethanol exemption on the
National List on August 3, 2011 (76 FR
46595). Subsequently, the exemption for
diethylaminoethanol was considered
during the NOSB’s 2016 sunset review.
For the 2016 sunset review, two notices
of the public meetings with request for
comments were published in Federal
Register on September 8, 2014 (79 FR
53162) and on March 12, 2015 (80 FR
12975). Their purpose was to notify the
public that the diethylaminoethanol
exemption discussed in this proposed
rule would expire on September 12,
2016, if not reviewed by the NOSB and
renewed by the Secretary. During their
2016 sunset review deliberation, the
NOSB considered written comments
received prior to and during the public
meetings on all substance exemptions
included in the 2016 sunset review.
These written comments can be viewed
at http://www.regulations.gov by
searching for the document ID numbers:
AMS-NOP-14-0063 (October 2014

public meeting) and AMS-NOP-15—
0002 (April 2015 public meeting). The
NOSB also considered oral comments
received during these public meetings
which are included in the meeting
transcripts available on the NOP Web
site at http://www.ams.usda.gov/nop. In
addition, during their 2016 sunset
review, the NOSB considered a
technical report on diethylaminoethanol
that was requested by and developed for
the NOSB in 2001, which is available
for review in the petitioned substance
database on the NOP Web site.

Within the September 2014 and April
2015 public meeting notices, the NOSB
requested information on the continued
use of diethylaminoethanol as a boiler
water additive. Public comment in
response to these requests provided the
NOSB with limited information in
support of the continued need for the
use of diethylaminoethanol as a boiler
water additive in the production of
organic processed products. As a result
of the lack of support for the continued
use of diethylaminoethanol and the
NOSB determination that the exemption
for diethylaminoethanol on § 205.605(b)
is no longer necessary or essential for
organic processed products, the NOSB
recommended diethylaminoethanol be
removed from the National List at their
April 2015 meeting.

AMS accepts the NOSB’s
recommendation on removing
diethylaminoethanol’s exemption from
the National List. This proposed rule
would amend § 205.605(b) by removing
the substance exemption for
diethylaminoethanol. This amendment
is proposed to be effective on
diethylaminoethanol’s current sunset
date, September 12, 2016.

Octadecylamine

The USDA organic regulations
include an exemption on the National
List for octadecylamine as a processing
aid for use in organic processed
products at § 205.605(b) as follows:
Octadecylamine (CAS # 124-30-1)—for
use only as a boiler water additive for
packaging sterilization. In December
2000, octadecylamine was petitioned for
addition onto § 205.605 for use as a
boiler water additive in the steam
production for food processing facilities.
As recommended by the NOSB,
octadecylamine was added to the
National List on September 12, 2006 (71
FR 53299). As required by OFPA, the
NOSB recommended the renewal of
octadecylamine during their 2011
sunset review. The Secretary accepted
the NOSB’s recommendation and
published a notice renewing the
octadecylamine exemption on the
National List on August 3, 2011 (76 FR

46595). Subsequently, the exemption for
octadecylamine was considered during
the NOSB’s 2016 sunset review. For the
2016 sunset review, two notices of the
public meetings with request for
comments were published in Federal
Register on September 8, 2014 (79 FR
53162) and on March 12, 2015 (80 FR
12975). Their purpose was to notify the
public that the octadecylamine
exemption discussed in this proposed
rule would expire on September 12,
2016, if not reviewed by the NOSB and
renewed by the Secretary. During their
2016 sunset review deliberation, the
NOSB considered written comments
received prior to and during the public
meetings on all substance exemptions
included in the 2016 sunset review.
These written comments can be viewed
at http://www.regulations.gov by
searching for the document ID numbers:
AMS-NOP-14-0063 (October 2014
public meeting) and AMS-NOP-15—
0002 (April 2015 public meeting). The
NOSB also considered oral comments
received during these public meetings
which are included in the meeting
transcripts available on the NOP Web
site at http://www.ams.usda.gov/nop. In
addition, during their 2016 sunset
review, the NOSB considered a
technical report on octadecylamine that
was requested by and developed for the
NOSB in 2001, which is available for
review in the petitioned substance
database on the NOP Web site.

Within the September 2014 and April
2015 public meeting notices, the NOSB
requested information on the continued
use of octadecylamine as a boiler water
additive. Public comment in response to
these requests provided the NOSB with
limited information in support of the
continued need for the use of
octadecylamine as a boiler water
additive in the production of organic
processed products. As a result of the
lack of support for the continued use of
octadecylamine and the NOSB
determination that the exemption for
octadecylamine on § 205.605(b) is no
longer necessary or essential for organic
processed products, the NOSB
recommended octadecylamine be
removed from the National List.

AMS accepts the NOSB’s
recommendation on removing
octadecylamine from the National List.
This proposed rule would amend
§ 205.605(b) by removing the substance
exemption for octadecylamine. This
amendment is proposed to be effective
on egg white lysozyme’s current sunset
date, September 12, 2016.

Tetrasodium pyrophosphate

The USDA organic regulations
include an exemption on the National
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List for tetrasodium pyrophosphate as
an ingredient for use in organic
processed products at § 205.605(b) as
follows: Tetrasodium pyrophosphate
(CAS # 7722-88-5)—for use only in
meat analog products. In December
2001, tetrasodium pyrophosphate was
petitioned for addition onto § 205.605
for use as an ingredient in organic food
processing facilities. As recommended
by the NOSB, tetrasodium
pyrophosphate was added to the
National List on September 12, 2006 (71
FR 53299). To implement OFPA
requirements under the sunset process,
the NOSB recommended the renewal of
tetrasodium pyrophosphate during their
2011 sunset review. The Secretary
accepted the NOSB’s recommendation
and published a notice renewing the
tetrasodium pyrophosphate exemption
on the National List on August 3, 2011
(76 FR 46595). Subsequently, the
exemption for tetrasodium
pyrophosphate was considered during
the NOSB’s 2016 sunset review. For the
2016 sunset review, two notices of the
public meetings with request for
comments were published in Federal
Register on September 8, 2014 (79 FR
53162) and on March 12, 2015 (80 FR
12975). Their purpose was to notify the
public that the tetrasodium
pyrophosphate exemption discussed in
this proposed rule would expire on
September 12, 2016, if not reviewed by
the NOSB and renewed by the
Secretary. During their 2016 sunset
review deliberation, the NOSB
considered written comments received
prior to and during the public meetings
on all substance exemptions included in
the 2016 sunset review. These written
comments can be viewed at http://
www.regulations.gov by searching for
the document ID numbers: AMS-NOP—
14-0063 (October 2014 public meeting)
and AMS-NOP-15-0002 (April 2015
public meeting). The NOSB also
considered oral comments received
during these public meetings which are
included in the meeting transcripts
available on the NOP Web site at http://
www.ams.usda.gov/nop. In addition,
during their 2016 sunset review, the
NOSB considered two technical reports
on tetrasodium pyrophosphate that were
requested by and developed for the
NOSB in 2014 and 2002, which are
available for review in the petitioned
substance database on the NOP Web
site.

Within the September 2014 and April
2015 meeting notices, the NOSB
requested information on the continued
use of tetrasodium pyrophosphate as an
ingredient necessary for use in organic
food processing. The NOSB review of

public comment in response to these
requests indicated a lack of support for
the continued need for tetrasodium
pyrophosphate used as an ingredient in
the production of organic processed
products. In addition, based upon
information from the 2014 technical
report, the NOSB also determined there
are several alternatives to tetrasodium
pyrophosphate that maybe more
compatible with organic production.
Since the received comments indicated
a lack of support for the continued use
of tetrasodium pyrophosphate and the
NOSB’s determination of more suitable
alternatives, the NOSB determined that
the exemption for tetrasodium
pyrophosphate on § 205.605(b) is no
longer necessary or essential for organic
processed products and recommended
that tetrasodium pyrophosphate be
removed from the National List.

AMS accepts the NOSB’s
recommendation on removing
tetrasodium pyrophosphate from the
National List. This proposed rule would
amend § 205.605(b) by removing the
substance exemption for tetrasodium
pyrophosphate. This amendment is
proposed to be effective on tetrasodium
pyrophosphate’s current sunset date,
September 12, 2016.

I1I. Related Documents

Two notices of public meetings with
request for comments were published in
Federal Register on September 8, 2014
(79 FR 53162) and on March 12, 2015
(80 FR 12975) in order to notify the
public that the 2016 sunset review
listings discussed in this proposed rule
would expire on September 12, 2016, if
not reviewed by the NOSB and renewed
by the Secretary.

IV. Statutory and Regulatory Authority

OFPA, as amended (7 U.S.C. 6501—
6522), authorizes the Secretary to make
amendments to the National List based
on proposed recommendations
developed by the NOSB. Sections
6518(k)(2) and 6518(n) of OFPA
authorize the NOSB to develop
proposed amendments to the National
List for submission to the Secretary and
establish a petition process by which
persons may petition the NOSB for the
purpose of having substances evaluated
for inclusion on or deletion from the
National List. The National List petition
process is implemented under § 205.607
of the USDA organic regulations. The
current petition process was published
on January 18, 2007 (72 FR 2167) and
can be accessed through the NOP Web
site at http://www.ams.usda.gov/nop.
AMS published a revised sunset review
process in the Federal Register on
September 16, 2013 (78 FR 56811).

A. Executive Order 12866

This action has been determined to be
not significant for purposes of Executive
Order 12866, and therefore, has not
been reviewed by the Office of
Management and Budget.

B. Executive Order 12988

Executive Order 12988 instructs each
executive agency to adhere to certain
requirements in the development of new
and revised regulations in order to avoid
unduly burdening the court system.
This proposed rule is not intended to
have a retroactive effect.

States and local jurisdictions are
preempted under OFPA from creating
programs of accreditation for private
persons or State officials who want to
become certifying agents of organic
farms or handling operations. A
governing State official would have to
apply to USDA to be accredited as a
certifying agent, as described in section
2115(b) of OFPA (7 U.S.C. 6514(b)).
States are also preempted under section
2104 through 2108 of OFPA (7 U.S.C.
6503 through 6507) from creating
certification programs to certify organic
farms or handling operations unless the
State programs have been submitted to,
and approved by, the Secretary as
meeting the requirements of OFPA.

Pursuant to section 2108(b)(2) of
OFPA (7 U.S.C. 6507(b)(2)), a State
organic certification program may
contain additional requirements for the
production and handling of organically
produced agricultural products that are
produced in the State and for the
certification of organic farm and
handling operations located within the
State under certain circumstances. Such
additional requirements must: (a)
Further the purposes of OFPA, (b) not
be inconsistent with OFPA, (c) not be
discriminatory toward agricultural
commodities organically produced in
other States, and (d) not be effective
until approved by the Secretary.

Pursuant to section 2120(f) of OFPA
(7 U.S.C. 6519(f)), this proposed rule
would not alter the authority of the
Secretary under the Federal Meat
Inspection Act (21 U.S.C. 601-624), the
Poultry Products Inspection Act (21
U.S.C. 451-471), or the Egg Products
Inspection Act (21 U.S.C. 1031-1056),
concerning meat, poultry, and egg
products, nor any of the authorities of
the Secretary of Health and Human
Services under the Federal Food, Drug
and Cosmetic Act (21 U.S.C. 301-399),
nor the authority of the Administrator of
EPA under the Federal Insecticide,
Fungicide, and Rodenticide Act (7
U.S.C. 136-136(y)).

Section 2121 of OFPA (7 U.S.C. 6520)
provides for the Secretary to establish
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an expedited administrative appeals
procedure under which persons may
appeal an action of the Secretary, the
applicable governing State official, or a
certifying agent under this title that
adversely affects such person or is
inconsistent with the organic
certification program established under
this title. OFPA also provides that the
U.S. District Court for the district in
which a person is located has
jurisdiction to review the Secretary’s
decision.

C. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
(5 U.S.C. 601-612) requires agencies to
consider the economic impact of each
rule on small entities and evaluate
alternatives that would accomplish the
objectives of the rule without unduly
burdening small entities or erecting
barriers that would restrict their ability
to compete in the market. The purpose
of the RFA is to fit regulatory actions to
the scale of businesses subject to the
action. Section 605 of the RFA allows an
agency to certify a rule, in lieu of
preparing an analysis, if the rulemaking
is not expected to have a significant
economic impact on a substantial
number of small entities.

Pursuant to the requirements set forth
in the RFA, AMS performed an
economic impact analysis on small
entities in the final rule published in the
Federal Register on December 21, 2000
(65 FR 80548). AMS has also considered
the economic impact of this action on
small entities. The impact on entities
affected by this proposed rule would not
be significant. The effect of this
proposed rule would be to prohibit the
use of five non-organic non-agricultural
substances that have limited public
support and may no longer be used
since non-organic non-agricultural
alternatives to these substances may
have been developed and implemented
by food processors. AMS concludes that
the economic impact of removing the
nonorganic nonagricultural substance,
egg white lysozyme, cyclohexylamine,
diethylaminoethanol, octadecylamine,
and tetrasodium pyrophosphate would
be minimal to small agricultural firms
since alternative non-agricultural
products may be commercially
available. As such, these substances are
proposed to be removed from the
National List under this rule.
Accordingly, AMS certifies that this rule
will not have a significant economic
impact on a substantial number of small
entities.

Small agricultural service firms,
which include producers, handlers, and
accredited certifying agents, have been
defined by the Small Business

Administration (SBA) (13 CFR 121.201)
as those having annual receipts of less
than $7,000,000 and small agricultural
producers are defined as those having
annual receipts of less than $750,000.
According to USDA, National
Agricultural Statistics Service (NASS),
certified organic acreage exceeded 3.5
million acres in 2011.1 According to
NOP’s Accreditation and International
Activities Division, the number of
certified U.S. organic crop and livestock
operations totaled over 19,470 in 2014.
The list of certified operations is
available on the NOP Web site at
http://apps.ams.usda.gov/nop/. AMS
believes that most of these entities
would be considered small entities
under the criteria established by the
SBA. U.S. sales of organic food and non-
food have grown from $1 billion in 1990
to $39.1 billion in 2014, an 11.3 percent
growth over 2013 sales.2 In addition, the
USDA has 80 accredited certifying
agents who provide certification
services to producers and handlers. A
complete list of names and addresses of
accredited certifying agents may be
found on the AMS NOP Web site, at
http://www.ams.usda.gov/nop. AMS
believes that most of these accredited
certifying agents would be considered
small entities under the criteria
established by the SBA. Certifying
agents reported 27,810 certified
operations worldwide in 2014.

D. Paperwork Reduction Act

No additional collection or
recordkeeping requirements are
imposed on the public by this proposed
rule. Accordingly, OMB clearance is not
required by section 350(h) of the
Paperwork Reduction Act of 1995, 44
U.S.C. 3501, Chapter 35, or OMB’s
implementing regulations at 5 CFR part
1320.

E. Executive Order 13175

This proposed rule has been reviewed
in accordance with the requirements of
Executive Order 13175, Consultation
and Coordination with Indian Tribal
Governments. The review reveals that
this regulation will not have substantial
and direct effects on Tribal governments
and will not have significant Tribal
implications.

F. General Notice of Public Rulemaking

This proposed rule reflects
recommendations submitted to the
Secretary by the NOSB for substances
on the National List of Allowed and

1U.S. Department of Agriculture, National
Agricultural Statistics Service. October 2012. 2011
Certified Organic Productions Survey.

2QOrganic Trade Association. 2014. Organic
Industry Survey. www.ota.com.

Prohibited Substances that, under the
Sunset review provisions of OFPA,
would otherwise expire on September
12, 2016. A 60-day period for interested
persons to comment on this rule is
provided. Sixty days is deemed
appropriate because the review of these
listings was widely publicized through
two NOSB meeting notices; the use or
prohibition of these substances, as
applicable, are critical to organic
production and handling; and this
rulemaking must be completed before
the sunset date of September 12, 2016.

List of Subjects in 7 CFR Part 205

Administrative practice and
procedure, Agriculture, Animals,
Archives and records, Imports, Labeling,
Organically produced products, Plants,
Reporting and recordkeeping
requirements, Seals and insignia, Soil
conservation.

For the reasons set forth in the
preamble, 7 CFR part 205 is proposed to
be amended as follows:

PART 205—NATIONAL ORGANIC
PROGRAM

m 1. The authority citation for 7 CFR
part 205 continues to read as follows:

Authority: 7 U.S.C. 6501-6522.

§205.605 [Amended]

m 2.In §205.605:

m a. Paragraph (a) is amended by
removing the following substance: Egg
white lysozyme (CAS # 9001-63-2).

m b. Paragraph (b) is amended by
removing the following four substances:
Cyclohexylamine (CAS # 108-91-8)—
for use only as a boiler water additive
for packaging sterilization;
Diethylaminoethanol (CAS # 100-37-
8)—for use only as a boiler water
additive for packaging sterilization;
Octadecylamine (CAS # 124-30-1)—for
use only as a boiler water additive for
packaging sterilization; and
Tetrasodium pyrophosphate (CAS #
7722-88-5)—for use only in meat
analog products.

Dated: December 8, 2015.
Rex A. Barnes,

Associate Administrator, Agricultural
Marketing Service.

[FR Doc. 2015-31380 Filed 12-15-15; 8:45 am]
BILLING CODE 3410-02-P
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DEPARTMENT OF COMMERCE

Patent and Trademark Office

37 CFR Part 11

[Docket No.: PTO—-C—-2015-0018]

RIN 0651-AC99

USPTO Law School Clinic Certification
Program

AGENCY: United States Patent and
Trademark Office, Commerce.

ACTION: Notice of proposed rulemaking.

SUMMARY: This rulemaking is required
by a Public Law enacted on December
16, 2014. This law requires the United
States Patent and Trademark Office
(“Office” or “USPTQO”’) Director to
establish regulations and procedures for
application to and participation in the
USPTO Law School Clinic Certification
Program. This law removed the “pilot”
status of the USPTO’s existing law
school clinic certification program. The
program allows students enrolled in a
participating law school’s clinic to
practice patent and trademark law
before the USPTO under the direct
supervision of a faculty clinic
supervisor by drafting, filing, and
prosecuting patent or trademark
applications, or both, on a pro bono
basis for clients who qualify for
assistance from the law school’s clinic.
In this way, these student practitioners
gain valuable experience drafting, filing,
and prosecuting patent and trademark
applications that would otherwise be
unavailable to students while in law
school. The program also facilitates the
provision of pro bono services to
trademark and patent applicants who
lack the financial resources to pay for
legal representation. The proposed rules
incorporate the requirements and
procedures developed and implemented
during the pilot phase of the program.
DATES: To be ensured of consideration,
written comments must be received on
or before February 16, 2016.
ADDRESSES: Comments should be sent
by electronic mail message over the
Internet addressed to:
LSCCPComments@uspto.gov. Comments
may also be submitted by mail
addressed to: Mail Stop OED—Law
School Rules, United States Patent and
Trademark Office, P.O. Box 1450,
Alexandria, Virginia 22313-1450,
marked to the attention of William R.
Covey, Deputy General Counsel for
Enrollment and Discipline and Director
of the Office of Enrollment and
Discipline.

Comments may also be sent by
electronic mail message over the

Internet via the Federal eRulemaking
Portal. See the Federal eRulemaking
Portal Web site (http://
www.regulations.gov) for additional
instructions on providing comments via
the Federal eRulemaking Portal.

Although comments may be
submitted by postal mail, the Office
prefers to receive comments by
electronic mail message over the
Internet because sharing comments with
the public is more easily accomplished.
Electronic comments are preferred to be
submitted in plain text, but also may be
submitted in ADOBE® portable
document format or MICROSOFT
WORD® format. Comments not
submitted electronically should be
submitted on paper in a format that
facilitates convenient digital scanning
into ADOBE® portable document
format.

Comments will be made available for
public inspection at the Office of
Enrollment and Discipline, located on
the 8th Floor of the Madison West
Building, 600 Dulany Street,
Alexandria, Virginia. Comments also
will be available for viewing via the
Office’s Internet Web site (http://
www.uspto.gov). Because comments will
be made available for public inspection,
information that the submitter does not
desire to make public, such as an
address or phone number, should not be
included in the comments.

FOR FURTHER INFORMATION CONTACT:
William R. Covey, Deputy General
Counsel for Enrollment and Discipline
and Director of the Office of Enrollment
and Discipline, by telephone at 571—
272—-4097.

SUPPLEMENTARY INFORMATION:

Executive Summary

A. Purpose of the Regulatory Action

The proposed changes to part 11 aim
to comply with the rulemaking
requirement imposed by Public Law
113-227 (Dec. 16, 2014). This law
requires the USPTO Director to establish
regulations and procedures for
application to and participation in the
USPTO Law School Clinic Certification
Program. This law removed the “pilot”
status of the USPTO’s law school clinic
certification program. The program
allows students enrolled in a
participating law school’s clinic to
practice patent and trademark law
before the USPTO by drafting, filing,
and prosecuting patent or trademark
applications, or both, on a pro bono
basis for clients that qualify for
assistance from the law school’s clinic.
The program provides law students
enrolled in a participating clinic the
opportunity to practice patent and

trademark law before the USPTO under
the direct supervision of a faculty clinic
supervisor. In this way, these student
practitioners gain valuable experience
drafting, filing, and prosecuting patent
and trademark applications that would
otherwise be unavailable to students
while in law school. The program also
facilitates the provision of pro bono
services to trademark and patent
applicants that lack the financial
resources to pay for legal representation.
The proposed rules incorporate the
requirements and procedures developed
and implemented during the pilot phase
of the program.

B. Summary of the Major Provisions of
the Regulatory Action in Question

This NPRM proposes rules in 37 CFR
11.16 and 11.17 to formalize the process
by which law schools, law school
faculty, and law school students may
participate in the USPTO Law School
Clinic Certification Program.

Discussion of Specific Rules

The USPTO proposes to amend §11.1
to clarify the definition of “attorney” or
“lawyer” to reflect the current practice
of requiring attorneys to be active
members, in good standing, of the
highest court of any State, and
otherwise eligible to practice law. The
term “‘State” is elsewhere defined in
§ 11.1 to mean any of the 50 states of the
United States of America, the District of
Columbia, and any Commonwealth or
territory of the United States of
America.

The USPTO also proposes to amend
the term “practitioner” to specifically
include those students allowed to
participate in the USPTO Law School
Clinic Certification Program. The
mechanism by which such students are
allowed to participate is through a grant
of limited recognition. Once granted
limited recognition, such students are
deemed practitioners and, as such, are
subject to the USPTO Rules of
Professional Conduct. By definition,
only “practitioners’” may represent
others before the office. Law school
students who are not participating in
the USPTO Law School Clinic
Certification Program may not practice
before the USPTO, unless otherwise
authorized to do so.

The USPTO proposes to add §§11.16
and 11.17, currently reserved, to
establish the regulatory framework for
the Law School Clinic Certification
Program.

Section 11.16 would establish the
criteria for admission to, and continuing
participation in, the USPTO Law School
Clinic Certification Program, the
qualifications necessary for approval as
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a Faculty Clinic Supervisor, and the
requirements for granting limited
recognition to law school students.
Schools participating in the program as
of the date the final rule is published
will not be required to reapply for
admission but must apply for renewal at
such time as the OED Director
establishes. These criteria, deadlines for
admission, and any ancillary
requirements, will be published in a
bulletin on the Office of Enrollment and
Discipline’s law school clinic Web page.

Section 11.16(a) would describe the
purpose of the program.

Section 11.16(b) would establish rules
regarding applying for, and renewing,
admission to the program. Law schools
enrolled in the program on the effective
date of these rules would be
grandfathered into the program and
would not be required to submit a new
application. Law schools no longer
participating in the program on the
effective date, however, would be
required to reapply for admission.
Although not required to reapply for
admission, participating law schools
seeking to add a practice area (i.e.,
patents or trademarks) would be
required to submit an application for
such practice area. This section would
establish that all law schools would be
required to submit a renewal
application on a biennial basis.

Section 11.16(c) would specify that
Faculty Clinic Supervisors are subject to
the USPTO Rules of Professional
Conduct, including those governing
supervisory practitioners. See e.g., 37
CFR 11.501 and 11.502. As such,
Faculty Clinic Supervisors, as well as
the respective law school deans, are
responsible for ensuring their schools
have established a process that
identifies conflicts of interest.

Generally, the OED Director makes a
determination regarding a proposed
Faculty Clinic Supervisor’s eligibility as
part of the process of considering a law
school’s application for admission to the
program. The OED Director may also
make a determination whether to
approve an additional, or a replacement,
supervisor for one or more schools that
have already been admitted to the
program. In determining whether a
Faculty Clinic Supervisor candidate
possesses the number of years of
experience required by paragraphs
(c)(1)(ii) and (c)(2)(ii), the OED Director
will measure the duration of experience
from the date of the candidate’s request
for approval. Any additional criteria
established by the OED Director, as set
forth in paragraphs (c)(1)(v) and
(c)(2)(v), will be published in a bulletin
on the Office of Enrollment and
Discipline’s law school clinic Web page.

Each practice area must be led by a
fully-qualified, USPTO-approved,
Faculty Clinic Supervisor for that
practice area. Provided that they are
approved by the USPTO, a law school’s
clinic may include a patent practice, a
trademark practice, or both. The USPTO
does not have a preference whether a
law school includes both practice areas
in one clinic or separates each
discipline into its own clinic. For law
school clinics approved to practice in
both the patent and trademark practice
areas, the USPTO may approve one
individual to serve as a Faculty Clinic
Supervisor for both practice areas,
provided that the individual satisfies
the USPTO’s criteria to be both a Patent
Faculty Clinic Supervisor and a
Trademark Faculty Clinic Supervisor.

Section 11.16(d) would provide the
rules for providing limited recognition
to students for the purpose of practicing
before the USPTO. It would provide that
registered patent agents, and attorneys
enrolled in a Master of Laws (L.L.M.)
program, who wish to participate in a
clinic must abide by the same rules and
procedures as other students in the
program.

Section 11.17 would establish rules
concerning the continuing obligations of
schools participating in the USPTO Law
School Clinic Certification Program and
specify those circumstances that may
result in inactivation or removal of a
school from the program.

Section 11.17(a) would restate the
requirement in Public Law 113-227 that
services rendered under the program
will be provided on a pro-bono basis.

Section 11.17(b) would establish
procedures for law schools to report
their program activities to the USPTO.

Section 11.17(c) would establish
procedures for inactivating a law school
clinic. Inactive law schools are still
considered by the USPTO to be
“participating” in the program.

Section 11.17(d) would establish
procedures for removing a law school
from the program and would explain the
obligations of student practitioners in
such event.

Rulemaking Considerations

Administrative Procedure Act: The
changes in this proposed rulemaking
involve rules of agency practice and
procedure, and/or interpretive rules. See
Perez v. Mortg. Bankers Ass’n, 135 S. Ct.
1199, 1204 (2015) (interpretive rules
“advise the public of the agency’s
construction of the statutes and rules
which it administers”) (citation and
internal quotation marks omitted); Nat’]
Org. of Veterans’Advocates v. Sec’y of
Veterans Affairs, 260 F.3d 1365, 1375
(Fed. Cir. 2001) (rule that clarifies

interpretation of a statute is
interpretive); Bachow Commc’ns Inc. v.
FCC, 237 F.3d 683, 690 (D.C. Cir. 2001)
(rules governing an application process
are procedural under the Administrative
Procedure Act); Inova Alexandria Hosp.
v. Shalala, 244 F.3d 342, 350 (4th Cir.
2001) (rules for handling appeals were
procedural where they did not change
the substantive standard for reviewing
claims).

Accordingly, prior notice and
opportunity for public comment for the
changes in this proposed rulemaking are
not required pursuant to 5 U.S.C. 553(b)
or (c), or any other law. See Perez, 135
S. Ct. at 1206 (notice-and-comment
procedures are required neither when
an agency ‘‘issuels] an initial
interpretive rule” nor “when it amends
or repeals that interpretive rule”);
Cooper Techs. Co. v. Dudas, 536 F.3d
1330, 1336-37 (Fed. Cir. 2008) (stating
that 5 U.S.C. 553, and thus 35 U.S.C.
2(b)(2)(B), does not require notice and
comment rulemaking for “interpretative
rules, general statements of policy, or
rules of agency organization, procedure,
or practice,” quoting 5 U.S.C.
553(b)(A)). The USPTO, however, is
publishing these proposed rule changes
for comment as it seeks the benefit of
the public’s views.

Regulatory Flexibility Act: The Deputy
General Gounsel, United States Patent
and Trademark Office, has certified to
the Chief Counsel for Advocacy, Small
Business Administration, that the
proposed changes in this rulemaking
will not have a significant economic
impact on a substantial number of small
entities (Regulatory Flexibility Act, 5
U.S.C. 605(b)). The USPTO Law School
Clinic Certification Program is
voluntary. Law schools, clinics, and
clients may elect whether to participate
in the program, and receive the benefits
thereof. The primary effect of this
rulemaking is not economic, but simply
to formalize the requirements and
procedures developed and implemented
during the pilot phase of the program.
The rulemaking proposes certain basic
quarterly reporting requirements by
participating law school clinics in order
to provide information to the Office
pertaining to the quality and use of their
pro bono services. The information
required for the report should be readily
available to participating law school
clinics and present a minimal
administrative burden. Additionally, the
Office currently has 47 participating law
school clinics, and it is expected that
this number may increase slightly.
Accordingly, this reporting requirement
and the rulemaking will not have a
significant economic impact on a
substantial number of small entities.
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Executive Order 12866 (Regulatory
Planning and Review): This rulemaking
has been determined to be not
significant for purposes of Executive
Order 12866 (September 30, 1993).

Executive Order 13563 (Improving
Regulation and Regulatory Review): The
Office has complied with Executive
Order 13563. Specifically, the Office
has, to the extent feasible and
applicable: (1) Made a reasoned
determination that the benefits justify
the costs of the rule; (2) tailored the rule
to impose the least burden on society
consistent with obtaining the regulatory
objectives; (3) selected a regulatory
approach that maximizes net benefits;
(4) specified performance objectives; (5)
identified and assessed available
alternatives; (6) involved the public in
an open exchange of information and
perspectives among experts in relevant
disciplines, affected stakeholders in the
private sector and the public as a whole,
and provided on-line access to the
rulemaking docket; (7) attempted to
promote coordination, simplification,
and harmonization across government
agencies and identified goals designed
to promote innovation; (8) considered
approaches that reduce burdens and
maintain flexibility and freedom of
choice for the public; and (9) ensured
the objectivity of scientific and
technological information and
processes.

Executive Order 13132: This
rulemaking does not contain policies
with federalism implications sufficient
to warrant preparation of a Federalism
Assessment under Executive Order
13132 (August 4, 1999).

Executive Order 13175 (Tribal
Consultation): This rulemaking will not:
(1) have substantial direct effects on one
or more Indian tribes; (2) impose
substantial direct compliance costs on
Indian tribal governments; or (3)
preempt tribal law. Therefore, a tribal
summary impact statement is not
required under Executive Order 13175
(Nov. 6, 2000).

Executive Order 13211 (Energy
Effects): This rulemaking is not a
significant energy action under
Executive Order 13211 because this
rulemaking is not likely to have a
significant adverse effect on the supply,
distribution, or use of energy. Therefore,
a Statement of Energy Effects is not
required under Executive Order 13211
(May 18, 2001).

Executive Order 12988 (Civil Justice
Reform): This rulemaking meets
applicable standards to minimize
litigation, eliminate ambiguity, and
reduce burden as set forth in sections
3(a) and 3(b)(2) of Executive Order
12988 (Feb. 5, 1996).

Executive Order 13045 (Protection of
Children): This rulemaking does not
concern an environmental risk to health
or safety that may disproportionately
affect children under Executive Order
13045 (Apr. 21, 1997).

Executive Order 12630 (Taking of
Private Property): This rulemaking will
not effect a taking of private property or
otherwise have taking implications
under Executive Order 12630 (Mar. 15,
1988).

Congressional Review Act: Under the
Congressional Review Act provisions of
the Small Business Regulatory
Enforcement Fairness Act of 1996 (5
U.S.C. 801 et seq.), prior to issuing any
final rule, the United States Patent and
Trademark Office will submit a report
containing the final rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the
Government Accountability Office. The
changes in this notice are not expected
to result in an annual effect on the
economy of 100 million dollars or more,
a major increase in costs or prices, or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or the ability
of United States-based enterprises to
compete with foreign-based enterprises
in domestic and export markets.
Therefore, this notice is not expected to
result in a “major rule” as defined in 5
U.S.C. 804(2).

Unfunded Mandates Reform Act of
1995: The changes in this rulemaking do
not involve a Federal intergovernmental
mandate that will result in the
expenditure by State, local, and tribal
governments, in the aggregate, of 100
million dollars (as adjusted) or more in
any one year, or a Federal private sector
mandate that will result in the
expenditure by the private sector of 100
million dollars (as adjusted) or more in
any one year, and will not significantly
or uniquely affect small governments.
Therefore, no actions are necessary
under the provisions of the Unfunded
Mandates Reform Act of 1995. See 2
U.S.C. 1501 et seq.

National Environmental Policy Act:
This rulemaking will not have any effect
on the quality of environment and is
thus categorically excluded from review
under the National Environmental
Policy Act of 1969. See 42 U.S.C. 4321
et seq.

National Technology Transfer and
Advancement Act: The requirements of
section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) are not
applicable because this rulemaking does
not contain provisions which involve
the use of technical standards.

Paperwork Reduction Act: The
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.) requires that the
Office consider the impact of paperwork
and other information collection
burdens imposed on the public. This
rulemaking involves information
collection requirements which are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501-3549). New information
will be collected and a new information
collection request to authorize the
collection of new information involved
in this notice is being submitted to OMB
under the title “Law School Clinic
Certification Program.” The proposed
collection will be available at the OMB’s
Information Collection Review Web site
(www.reginfo.gov/public/do/PRAMain).

In addition to the new items, this
rulemaking action also seeks to
associate the following item currently in
a different OMB approved collection
(0651-0012 Admission to Practice) with
this proposed collection: Application by
Student to Become a Participant in the
Program (PTO-158LS). This transfer
will consolidate all information
collections relating to law student
involvement in the Law School Clinic
Certification Program into a single
collection.

Notwithstanding any other provision
of law, no person is required to respond
to, nor shall any person be subject to a
penalty, for failure to comply with a
collection of information subject to the
requirements of the Paperwork
Reduction Act unless that collection of
information displays a currently valid
OMB control number.

List of Subjects in 37 CFR Part 11

Administrative practice and
procedure, Inventions and patents,
Lawyers, Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, the United States Patent and
Trademark Office proposes to amend 37
CFR part 11 as follows:

PART 11—REPRESENTATION OF
OTHERS BEFORE THE UNITED
STATES PATENT AND TRADEMARK
OFFICE

m 1. The authority citation for part 11 is
revised to read as follows:

Authority: 5 U.S.C. 500; 15 U.S.C. 1123;
35 U.S.C. 2(b)(2), 32, 41; Sec. 1, Pub. L. 113—
227,128 Stat. 2114.
m 2.In §11.1, the definitions of
“Attorney or lawyer”” and ‘‘Practitioner”
are revised to read as follows:
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§11.1  Definitions. Certification Program if the OED supervising all participating law school

Attorney or lawyer means an
individual who is an active member in
good standing of the bar of the highest
court of any State. A non-lawyer means
a person who is not an attorney or

lawyer.
* * * * *
Practitioner means:

(1) An attorney or agent registered to
practice before the Office in patent
matters;

(2) An individual authorized under 5
U.S.C. 500(b), or otherwise as provided
by §11.14(a), (b), and (c), to practice
before the Office in trademark matters or
other non-patent matters;

(3) An individual authorized to
practice before the Office in a patent
case or matters under § 11.9(a) or (b); or

(4) An individual authorized to
practice before the Office under
§11.16(d).

* * * * *

m 3. Add § 11.16 to read as follows:

§11.16 Requirements for admission to the
USPTO Law School Clinic Certification
Program.

(a) The USPTO Law School Clinic
Certification Program allows students
enrolled in a participating law school’s
clinic to practice before the Office in
patent or trademark matters by drafting,
filing, and prosecuting patent or
trademark applications on a pro bono
basis for clients that qualify for
assistance from the law school’s clinic.
All law schools accredited by the
American Bar Association are eligible
for participation in the program, and
shall be examined for acceptance using
identical criteria.

(b) Application for admission and
renewal. (1) Application for admission.
Non-participating law schools seeking
admission to the USPTO Law School
Clinic Certification Program, and
participating law schools seeking to add
a practice area, shall submit an
application for admission for such
practice area to the Office of Enrollment
and Discipline in accordance with
criteria and time periods set forth by the
OED Director.

(2) Renewal application. Each
participating law school desiring to
continue in the USPTO Law School
Clinic Certification Program shall,
biennially from a date assigned to the
law school by the OED Director, submit
a renewal application to the Office of
Enrollment and Discipline in
accordance with criteria set forth by the
OED Director.

(3) The OED Director may refuse
admission or renewal of a law school to
the USPTO Law School Clinic

Director determines that admission, or
renewal, of the law school would fail to
provide significant benefit to the public
or the law students participating in the
law school’s clinic.

(c) Faculty Clinic Supervisor. Any law
school seeking admission to or
participating in the USPTO Law School
Clinic Certification Program must have
at least one Faculty Clinic Supervisor
for the patent practice area, if the clinic
includes patent practice; and at least
one Faculty Clinic Supervisor for the
trademark practice area, if the clinic
includes trademark practice.

(1) Patent Faculty Clinic Supervisor.
A Faculty Clinic Supervisor for a law
school clinic’s patent practice must:

(i) Be a registered patent practitioner
in active status and good standing with
the Office of Enrollment and Discipline;

(ii) Demonstrate at least 3 years
experience in prosecuting patent
applications before the Office within the
5 years immediately prior to the request
for approval as a Faculty Clinic
Supervisor;

(iii) Assume full responsibility for the
instruction and guidance of law
students participating in the law school
clinic’s patent practice;

(iv) Assume full responsibility for all
patent applications and legal services,
including filings with the Office,
produced by the clinic; and

(v) Comply with all additional criteria
established by the OED Director.

(2) Trademark Faculty Clinic
Supervisor. A Faculty Clinic Supervisor
for a law school clinic’s trademark
practice must:

(i) Be an attorney as defined in § 11.1;

(ii) Demonstrate at least 3 years
experience in prosecuting trademark
applications before the Office within the
5 years immediately prior to the date of
the request for approval as a Faculty
Clinic Supervisor;

(iii) Assume full responsibility for the
instruction, guidance, and supervision
of law students participating in the law
school clinic’s trademark practice;

(iv) Assume full responsibility for all
trademark applications and legal
services, including filings with the
Office, produced by the clinic; and

(v) Comply with all additional criteria
established by the OED Director.

(3) A Faculty Clinic Supervisor under
paragraph (c) of this section must
submit a statement:

(i) Assuming responsibility for
performing conflicts checks for each law
student and client in the relevant clinic
practice area;

(ii) Assuming responsibility for
student instruction and work, including
instructing, mentoring, overseeing, and

students in the clinic’s relevant practice
area;

(iii) Assuming responsibility for
content and timeliness of all
applications and documents submitted
to the Office through the relevant
practice area of the clinic;

(iv) Assuming responsibility for all
communications by clinic students to
clinic clients in the relevant clinic
practice area;

(v) Assuming responsibility for
ensuring that there is no gap in
representation of clinic clients in the
relevant practice area during student
turnover, school schedule variations,
inter-semester transitions, or other
disruptions;

(vi) Attesting to meeting the criteria of
paragraph (c)(1) or (2) of this section
based on relevant practice area of the
clinic; and

(vii) Attesting to all other criteria as
established by the OED Director.

(d) Limited recognition for law
students participating in the USPTO
Law School Clinic Certification
Program. (1) The OED Director may
grant limited recognition to practice
before the Office in patent or trademark
matters, or both, to law school students
enrolled in a clinic of a law school that
is participating in the USPTO Law
School Clinic Certification Program
upon submission and approval of an
application by a law student to the
Office of Enrollment and Discipline in
accordance with criteria established by
the OED Director.

(2) In order to be granted limited
recognition to practice before the Office
in patent matters under the USPTO Law
School Clinic Certification Program, a
law student must:

(i) Be enrolled in a law school that is
an active participant in the USPTO Law
School Clinic Certification Program;

(ii) Be enrolled in the patent practice
area of a clinic of the participating law
school;

(iii) Have successfully completed at
least one year of law school or the
equivalent;

(iv) Have read the USPTO Rules of
Professional Conduct and the relevant
rules of practice and procedure for
patent matters;

(v) Be supervised by an approved
Faculty Clinic Supervisor pursuant to
paragraph (c)(1) of this section;

(vi) Be certified by the dean of the
participating law school, or one
authorized to act for the dean, as: having
completed the first year of law school or
the equivalent, being in compliance
with the law school’s ethics code, and
being of good moral character and
reputation;
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(vii) Neither ask for nor receive any
fee or compensation of any kind for
legal services from a clinic client on
whose behalf service is rendered;

(viii) Have proved to the satisfaction
of the OED Director that he or she
possesses the scientific and technical
qualifications necessary for him or her
to render patent applicants valuable
service; and

(ix) Comply with all additional
criteria established by the OED Director.

(3) In order to be granted limited
recognition to practice before the Office
in trademark matters under the USPTO
Law School Clinic Certification
Program, a law student must:

(i) Be enrolled in a law school that is
an active participant in the USPTO Law
School Clinic Certification Program;

(ii) Be enrolled in the trademark
practice area of a clinic of the
participating law school;

(iii) Have successfully completed at
least one year of law school or the
equivalent;

(iv) Have read the USPTO Rules of
Professional Conduct and the relevant
USPTO rules of practice and procedure
for trademark matters;

(v) Be supervised by an approved
Faculty Clinic Supervisor pursuant to
paragraph (c)(2) of this section;

(vi) Be certified by the dean of the
participating law school, or one
authorized to act for the dean, as: having
completed the first year of law school or
the equivalent, being in compliance
with the law school’s ethics code, and
being of good moral character and
reputation;

(vii) Neither ask for nor receive any
fee or compensation of any kind for
legal services from a clinic client on
whose behalf service is rendered; and

(viii) Comply with all additional
criteria established by the OED Director.

(4) Students registered to practice
before the Office in patent matters as a
patent agent, or authorized to practice
before the Office in trademark matters
under § 11.14, must complete and
submit a student application pursuant
to paragraph (d)(1) of this section and
meet the criteria of paragraph (d)(2) or
(3) of this section, as applicable, in
order to participate in the program.

m 4. Add §11.17 to read as follows:

§11.17 Requirements for participation in
the USPTO Law School Clinic Certification
Program.

(a) Each law school participating in
the USPTO Law School Clinic
Certification Program must provide its
patent and/or trademark services on a
pro bono basis for clients that qualify for
assistance from the law school’s clinic.

(b) Each law school participating in
the USPTO Law School Clinic

Certification Program shall, on a
quarterly basis, provide the Office of
Enrollment and Discipline with a report
regarding its clinic activity, which shall
include:

(1) The number of law students
participating in each of the patent and
trademark practice areas of the school’s
clinic in the preceding quarter;

(2) The number of faculty
participating in each of the patent and
trademark practice areas of the school’s
clinic in the preceding quarter;

(3) The number of consultations
provided to persons who requested
assistance from the law school clinic in
the preceding quarter;

(4) The number of client
representations undertaken for each of
the patent and trademark practice areas
of the school’s clinic in the preceding
quarter;

(5) The identity and number of
applications and responses filed in each
of the patent and/or trademark practice
areas of the school’s clinic in the
preceding quarter;

(6) The number of patents issued, or
trademarks registered, to clients of the
clinic in the preceding quarter; and

(7) All other information specified by
the OED Director.

(c) Inactivation of law schools
participating in the USPTO Law School
Certification Program.

(1) The OED Director may inactivate
a patent and/or trademark practice area
of a participating law school:

(i) If the participating law school does
not have an approved Faculty Clinic
Supervisor for the relevant practice area,
as described in §11.16(c);

(ii) If the participating law school
does not meet each of the requirements
and criteria for participation in the
USPTO Law School Clinic Certification
Program as set forth in § 11.16, this
section, or as otherwise established by
the OED Director; or

(iii) For other good cause as
determined by the OED Director.

(2) In the event that a practice area of
a participating school is inactivated, the
participating law school students must:

(i) Immediately cease all student
practice before the Office in the relevant
practice area and notify each client of
such; and

(ii) Disassociate themselves from all
client matters relating to practice before
the Office in the relevant practice area,
including complying with Office and
State rules for withdrawal from
representation.

(3) A patent or trademark practice
area of a law school clinic that has been
inactivated may be restored to active
status, upon application to and approval
by the OED Director.

(d) Removal of law schools
participating in the USPTO Law School
Clinic Certification Program. (1) The
OED Director may remove a patent and/
or trademark practice area of the clinic
of a law school participating in the
USPTO Law School Clinic Certification
Program:

(i) Upon request from the law school;

(ii) If the participating law school
does not meet each of the requirements
and criteria for participation in the
USPTO Law School Clinic Certification
Program as set forth in §11.16, this
section, or as otherwise established by
the OED Director; or

(iii) For other good cause as
determined by the OED Director.

(2) In the event that a practice area of
a participating school is removed by the
OED Director, the participating law
school students must:

(i) Immediately cease all student
practice before the Office in the relevant
practice area and notify the client of
such; and

(ii) Disassociate themselves from all
client matters relating to practice before
the Office in the relevant practice area,
including complying with Office and
State rules for withdrawal from
representation.

(3) A school that has been removed
from participation in the USPTO Law
School Clinic Certification Program
under this section may reapply to the
program in compliance with §11.16.

Dated: December 8, 2015.
Michelle K. Lee,

Under Secretary of Commerce for Intellectual
Property and Director of the United States
Patent and Trademark Office.

[FR Doc. 2015-31627 Filed 12—15-15; 8:45 am]
BILLING CODE P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R05-OAR-2015-0196; FRL-9940-11-
Region 5]

Air Plan Approval; Minnesota and
Michigan; Revision to Taconite Federal
Implementation Plan

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Proposed rule; reopening of
public comment period.

SUMMARY: Environmental Protection
Agency (EPA) is reopening the public
comment period for a proposed rule
published October 22, 2015. On
November 23, 2015, EPA received a
request from the National Tribal Air
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Association to extend the public
comment period an additional 120 days
from the closing date of November 23,
2015 and from the Fond du Lac Band of
Lake Superior Chippewa for an
unspecified period of time. EPA is,
therefore, reopening the comment
period for an additional 30 days after
November 23, 2015.

DATES: The comment period for the
proposed rule published on October 22,
2015 (80 FR 64160), is reopened.
Comments must be received on or
before December 23, 2015.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R05—
OAR-2015-0196, to: Douglas Aburano,
Chief, Attainment Planning and
Maintenance Section, Air Programs
Branch (AR-18]J), U.S. Environmental
Protection Agency, 77 West Jackson
Boulevard, Chicago, Illinois 60604,
(312) 353-6960, aburano.douglas@
epa.gov. Additional instructions on how
to comment can be found in the notice
of proposed rulemaking published
October 22, 2015 (80 FR 64160).

FOR FURTHER INFORMATION CONTACT:
Steven Rosenthal, Environmental
Engineer, Attainment Planning &
Maintenance Section, Air Programs
Branch (AR-18]), U.S. Environmental
Protection Agency, Region 5, 77 West
Jackson Boulevard, Chicago, Illinois
60604, (312) 886—-6052,
rosenthal.steven@epa.gov.
SUPPLEMENTARY INFORMATION: On
October 22, 2015, EPA proposed
revisions to a Federal implementation
plan (FIP) addressing the requirement
for best available retrofit technology
(BART) for taconite plants in Minnesota

and Michigan. In response to petitions
for reconsideration, we proposed to
revise the nitrogen oxides (NOx) limits
for taconite furnaces at facilities owned
and operated by Cliffs Natural
Resources (Cliffs) and ArcelorMittal
USA LLC (ArcelorMittal). We also
proposed to revise the sulfur dioxide
(SO») requirements at two of Cliffs’
facilities. We proposed these changes
because new information had come to
light that was not available when we
originally promulgated the FIP on
February 6, 2013.

Dated: December 4, 2015.
Susan Hedman,
Regional Administrator, Region 5.
[FR Doc. 2015-31523 Filed 12-15-15; 8:45 am]
BILLING CODE 6560-50-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 12

[PS Docket No. 14-174; Report No. 3034]
Petition for Reconsideration of Action
in a Rulemaking Proceeding

AGENCY: Federal Communications
Commission.
ACTION: Petition for reconsideration.

SUMMARY: In this document, a Petition
for Reconsideration (Petition) has been
filed in the Commission’s Rulemaking
Proceeding by David C. Bergmann, on
behalf of the National Association of
State Utility Consumer Advocates.
DATES: Oppositions to the Petition must
be filed on or before December 31, 2015.

Replies to an opposition must be filed
on or before January 11, 2016.

ADDRESSES: Federal Communications
Comimission, 445 12th Street SW.,
Washington DC 20554.

FOR FURTHER INFORMATION CONTACT:
Linda Pintro, Public Safety and
Homeland Security Bureau, 202—-418—
7490, linda.pintro@fcc.gov.

SUPPLEMENTARY INFORMATION: This is a
summary of Commission’s document,
Report No. 3034, released December 2,
2015. The full text of Report No. 3034
is available for viewing and copying at
the FCC Reference Information Center,
445 12th Street SW., Room CY-A257
Washington, DC 20554, or may be
accessed online via the Commission’s
Electronic Comment Filing System at
http://apps.fcc.gov/ecfs/. The
Commission will not send a copy of the
document pursuant to the Congressional
Review Act, 5 U.S.C. 801(a)(1)(A),
because this document does not have an
impact on any rules of particular
applicability.

Subject: Ensuring Continuity of 911
Communications Report and Order,
published at 80 FR 62470, October 16,
2015, in PS Docket No. 14-174. This
document is published pursuant to 47
CFR 1.429(e). See also 47 CFR 1.4(b)(1).

Number of Petitions Filed: 1

Federal Communications Commission.
Gloria J. Miles,

Federal Register Liaison Officer, Office of the
Secretary.

[FR Doc. 2015-31574 Filed 12—-15-15; 8:45 am]
BILLING CODE 6712-01-P
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ADMINISTRATIVE CONFERENCE OF
THE UNITED STATES

Adoption of Recommendations

AGENCY: Administrative Conference of
the United States.

ACTION: Notice.

SUMMARY: The Administrative
Conference of the United States adopted
three recommendations at its Sixty-
fourth Plenary Session. The appended
recommendations address: Technical
Assistance by Federal Agencies in the
Legislative Process; Declaratory Orders;
and Designing Federal Permitting
Programs.

FOR FURTHER INFORMATION CONTACT: For
Recommendation 2015-2, Alissa Ardito;
for Recommendation 2015—-3, Amber
Williams; and for Recommendation
20154, Connie Vogelmann. For all
three of these actions the address and
telephone number are: Administrative
Conference of the United States, Suite
706 South, 1120 20th Street NW.,
Washington, DC 20036; Telephone 202—
480-2080.
SUPPLEMENTARY INFORMATION: The
Administrative Conference Act, 5 U.S.C.
591-596, established the Administrative
Conference of the United States. The
Conference studies the efficiency,
adequacy, and fairness of the
administrative procedures used by
Federal agencies and makes
recommendations to agencies, the
President, Congress, and the Judicial
Conference of the United States for
procedural improvements (5 U.S.C.
594(1)). For further information about
the Conference and its activities, see
www.acus.gov. At its Sixty-fourth
Plenary Session, held December 4, 2015,
the Assembly of the Conference adopted
three recommendations.
Recommendation 2015-2, Technical
Assistance by Federal Agencies in the
Legislative Process. This
recommendation offers best practices for
agencies when providing Congress with

technical drafting assistance. It is
intended to apply to situations in which
Congress originates the draft legislation
and asks an agency to review and
provide expert technical feedback on
the draft without necessarily taking an
official substantive position. The
recommendation urges agencies and
Congress to engage proactively in
mutually beneficial outreach and
education. It highlights the practice of
providing congressional requesters with
redline drafts showing how proposed
bills would affect existing law; suggests
that agencies consider ways to involve
appropriate agency experts in the
process; and urges agencies to maintain
a strong working relationship between
legislative affairs and legislative counsel
offices.

Recommendation 2015-3, Declaratory
Orders. This recommendation identifies
contexts in which agencies should
consider the use of declaratory orders in
administrative adjudications. It also
highlights best practices relating to the
use of declaratory orders, including
explaining the agency’s procedures for
issuing declaratory orders, ensuring
adequate opportunities for public
participation in the proceedings,
responding to petitions for declaratory
orders in a timely manner, and making
declaratory orders and other
dispositions of petitions readily
available to the public.

Recommendation 2015—4, Designing
Federal Permitting Programs. This
recommendation describes different
types of permitting systems and
provides factors for agencies to consider
when designing or reviewing permitting
programs. The recommendation
discusses both ““general” permits (which
are granted so long as certain
requirements are met) and “specific”
permits (which involve fact-intensive,
case-by-case determinations), as well as
intermediate or hybrid permitting
programs. It encourages agencies that
adopt permitting systems to design them
so as to minimize burdens on the agency
and regulated entities while maintaining
required regulatory protections.

The Appendix below sets forth the
full texts of these three
recommendations. The Conference will
transmit them to affected agencies,
Congress, and the Judicial Conference of
the United States. The
recommendations are not binding, so
the entities to which they are addressed

will make decisions on their
implementation.

The Conference based these
recommendations on research reports
that are posted at: http://www.acus.gov/
64th. A video of the Plenary Session is
available at: new.livestream.com/ACUS/
64thPlenarySession, and a transcript of
the Plenary Session will be posted when
it is available.

Dated: December 10, 2015.
Shawne C. McGibbon,
General Counsel.

APPENDIX—RECOMMENDATIONS OF
THE ADMINISTRATIVE CONFERENCE
OF THE UNITED STATES

Administrative Conference Recommendation
2015-2 Technical Assistance by Federal
Agencies in the Legislative Process

Adopted December 4, 2015

Federal agencies play a significant role in
the legislative process.! While agencies can
be the primary drafters of the statutes they
administer, it is more common for agencies
to respond to Congressional requests to
provide technical assistance in statutory
drafting. Despite the extent of agency
involvement in drafting legislation, the
precise nature of the interactions between
agencies and Congress in the drafting process
remains obscure.

Generally speaking, federal agencies
engage in two kinds of legislative drafting
activities: substantive and technical.
Legislative activities considered
“substantive” are subject to the Office of
Management and Budget (OMB) coordination
and preclearance process governed by OMB
Circular A-19, which does not explicitly
define substantive legislative activities or
technical legislative assistance.2 Substantive
legislative activities include the submission
of agencies’ annual legislative programs,
proposed legislation such as draft bills and
supporting documents an agency may
present to Congress, any endorsement of
federal legislation, and the submission of
agency views on pending bills before
Congress as well as official agency testimony
before a Congressional committee.3

Agencies also provide Congress with
technical drafting assistance. Rather than
originating with the agency or the
Administration, in the case of technical
assistance, Congress originates the draft

1 See Christopher J. Walker, Federal Agencies in
the Legislative Process: Technical Assistance in
Statutory Drafting 1-4 (November 2015), available
at https://www.acus.gov/report/technical-
assistance-draft-report [hereinafter Walker Report].

2 Office of Management and Budget, Circular A—
19 (revised Sept. 20, 1979), https://
www.whitehouse.gov/omb/circulars_a019/
[hereinafter OMB Circular A-19].

31d. sections (6)(a) and (7)(a).
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legislation and asks an agency to review and
provide feedback on the draft. Circular A-19
advises agencies to keep OMB informed of
their activities and to clarify that agency
feedback does not reflect the views or
policies of the agency or Administration.# No
other standard procedures or requirements
apply when agencies respond to
Congressional requests—{rom committee
staff, staff of individual Members of
Congress, or Members themselves—for
technical assistance. In consequence, agency
procedures and practices appear
multifarious.

Congress frequently requests technical
assistance from agencies on proposed
legislation. Congressional requests for
technical assistance in statutory drafting can
range from review of draft legislation to
requests for the agency to draft legislation
based on specifications provided by the
Congressional requester. Despite the fact that
technical assistance does not require OMB
preclearance, there is some consistency in
the assistance process across agencies.
Agencies often provide technical drafting
assistance on legislation that directly affects
those agencies and respond to Congressional
requests regardless of factors such as the
likelihood of the legislation being enacted, its
effect on the agency, or the party affiliation
of the requesting Member. Agency actors
involved in the process include the agency’s
legislative affairs office, program and policy
experts, and legislative counsel.5 In some
agencies, regulatory counsel also participate
routinely. Moreover, agency responses range
from oral discussions of general feedback to
written memoranda to suggested legislative
language or redlined suggestions on the draft
legislation.

A well-run program to provide Congress
with technical assistance on draft legislation
yields important benefits to the agency.
Responding to such Congressional requests
assists the agency in maintaining a healthy
and productive relationship with Congress,
ensures the proposed legislation is consonant
with the existing statutory and regulatory
scheme, helps educate Congressional staff
about the agency’s statutory and regulatory
framework, and keeps the agency informed of
potential legislative action that could affect
the agency.

Although agencies, as a rule, strive to
respond to all requests, they continue to face
challenges in providing technical assistance.
Congressional staff may be unfamiliar with
an agency’s enabling legislation and
governing statutes. Technical assistance
provided informally does not always involve
the offices of legislative counsel or legislative
affairs, although both offices should be kept
informed and involved. The distinction
between substantive and technical drafting
assistance is not always self-evident, and
Congressional requesters of technical drafting

4]d. section 7(i). Independent agencies routinely
provide technical assistance, outside of the OMB
Circular A-19 process, in line with their enabling
statutes.

5 While this recommendation uses the term
“legislative affairs office,” some agencies may have
different offices or individuals responsible for
legislative affairs, and this recommendation
encompasses such arrangements.

assistance often are actually seeking
substantive feedback from the agency experts
on the proposed legislation. The provision of
technical assistance on appropriations
legislation presents unique demands on both
agency legislative counsel and budget offices.

Various agencies have developed distinct
practices and procedures to address the
provision of technical assistance that the
Conference believes should be considered
best practices. For example, many agencies
have established internal guidelines
governing the agency procedures for
providing technical assistance.
Memorializing agency procedures ensures
that the provision of technical assistance is
consistent throughout the agency. By stating
in written guidance that legislative counsel
and legislative affairs offices must be
involved, for instance, agencies can help
diminish the prospect of substantive
assistance being provided under the guise of
technical assistance. Although agencies
should have flexibility to adopt procedures
that are tailored to their agency-specific
structures, norms, and internal processes,
memorializing their legislative drafting
processes, as the Departments of Homeland
Security, Interior, and Labor have done, can
ensure that all agency officials involved
understand the processes and can help
educate personnel new to the agency.

Some agencies, the Department of Housing
and Urban Development among them, utilize
a practice of providing Congressional
requesters with a Ramseyer/Cordon draft as
part of the technical assistance response. A
Ramseyer/Cordon draft is a redline of the
existing law that shows how the proposed
legislation would affect current law by
underscoring proposed additions to existing
law and bracketing the text of proposed
deletions. Providing such drafts, when
feasible, helps Congressional staffers
unfamiliar with the agency’s governing
statutes to better comprehend the
ramifications of the contemplated legislation.

Maintaining separate roles for legislative
affairs and legislative counsel offices also has
proven beneficial. Legislative affairs staff
engage Congress directly and must often
make politically sensitive decisions when
communicating with Congress. By contrast,
legislative counsel offices, by providing
expert drafting assistance regardless of the
Administration’s official policy stance on the
legislation, maintain the non-partisan status
of the agency in the legislative process. These
offices play important yet distinct roles in an
agency’s legislative activities that help
maintain a healthy working relationship with
Congress and enhance the recognition of the
agency’s expertise in legislative drafting and
in the relevant subject matter. This division,
especially when both offices communicate
regularly, can help agencies monitor the line
between legislative assistance that is purely
technical and assistance that merges into an
agency’s official views on pending
legislation.

Appropriations legislation presents
agencies with potential coordination
problems as substantive provisions or
“riders” may require technical drafting
assistance, but agency processes for
reviewing appropriations legislation are

channeled through agency budget or finance
offices. It is crucial for the budget office to
communicate with an agency’s legislative
counsel office to anticipate and later address
requests for technical assistance related to
appropriations bills. Agencies have taken a
variety of approaches to address this issue,
ranging from tasking a staffer in an agency
legislative counsel office with tracking
appropriations bills; to holding weekly
meetings with budget, legislative affairs, and
legislative counsel staff; to emphasizing less
informally that the offices establish a strong
working relationship.

Educational outreach on the part of both
agencies and Congress, by further developing
expertise on both sides and by cultivating
professional working relationships, has the
potential to enhance the provision of
technical assistance over time. In-person
educational efforts may include briefings of
Members and their staff on an agency’s
statutory and regulatory scheme as well as its
programs and initiatives, face-to-face
meetings with legislative counsel and
Congressional staff, and training in statutory
drafting for both Congressional staff and
agency legislative counsel attorneys.

The following recommendations derive
from the best practices that certain agencies
have developed to navigate these challenges
and focus on both external practices that may
strengthen agencies’ relationship with
Congress in the legislative process and
internal agency practices to improve the
technical drafting assistance process and
external practices that may strengthen
agencies’ relationship with Congress in the
legislative process.

Recommendation

Congress—Agency Relationship in the
Legislative Process

1. Congressional committees and
individual Members should aim to reach out
to agencies for technical assistance early in
the legislative drafting process.

2. Federal agencies should endeavor to
provide Congress with technical drafting
assistance when asked. A specific
Administration directive or policy may make
the provision of technical assistance
inappropriate in some instances. Agencies
should recognize that they need not expend
the same amount of time and resources on
each request.

3. To improve the quality of proposed
legislation and strengthen their relations with
Congress, agencies should be actively
engaged in educational efforts, including in-
person briefings and interactions, to educate
Congressional staff about the agencies’
respective statutory and regulatory
frameworks and agency technical drafting
expertise.

Agency Technical Drafting Assistance

4. To improve intra-agency coordination
and processing of Congressional requests for
drafting assistance, agencies should consider
memorializing their agency-specific
procedures for responding to technical
assistance requests. These procedures should
provide that requests for technical assistance
be referred to the agency’s office with
responsibility for legislative affairs.
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5. Similarly, agencies should consider
ways to better identify and involve the
appropriate agency experts—in particular,
the relevant agency policy and program
personnel in addition to the legislative
drafting experts—in the technical drafting
assistance process. These efforts may involve,
for example, establishing an internal agency
distribution list for technical drafting
assistance requests and maintaining an
internal list of appropriate agency policy and
program contacts.

6. When feasible and appropriate, agencies
should provide the Congressional requester
with a redline draft showing how the bill
would modify existing law (known as a
Ramseyer/Cordon draft) as part of the
technical assistance response.

7. Agencies should maintain the distinct
roles of, and strong working relationships
among, their legislative affairs personnel,
policy and program experts, and legislative
counsel.

8. Agencies also should strive to ensure
that the budget office and legislative counsel
communicate so that legislative counsel will
be able to provide appropriate advice on
technical drafting of substantive provisions
in appropriations legislation.

Administrative Conference Recommendation
2015-3

Declaratory Orders

Adopted December 4, 2015

Providing clarity and certainty is an
enduring challenge of administrative
governance, particularly in the regulatory
context. Sometimes statutes and regulations
fail to provide sufficient clarity with regard
to their applicability to a particular project or
transaction. In such instances, businesses
and individuals may be unable or unwilling
to act, and the consequences for the
economy, society, and technological progress
can be significant and harmful. The
predominant way agencies address this
problem is by providing guidance to
regulated parties.? Although the many forms
of agency guidance—such as interpretive
rules and policy statements—do much to
dispel regulatory uncertainty, they cannot
eliminate it entirely. This is because they are
generally informal and not legally binding on

1The Administrative Conference has adopted a
number of recommendations on agency guidance.
See Recommendation 2014-3, Guidance in the
Rulemaking Process, 79 FR 35992 (June 25, 2014),
available at https://www.acus.gov/
recommendation/guidance-rulemaking-process;
Recommendation 92-2, Agency Policy Statements,
57 FR 30103 (July 8, 1992), available at https://
www.acus.gov/recommendation/agency-policy-
statements; Recommendation 76-5, Interpretive
Rules of General Applicability and Statements of
General Policy, 41 FR 56769 (Dec. 30, 1976),
available at https://www.acus.gov/
recommendation/interpretive-rules-general-
applicability-and-statements-general-policy;
Recommendation 75-9, Internal Revenue Service
Procedures: Taxpayer Services and Complaints, 41
FR 3986 (Jan. 27, 1976), available at https://
www.acus.gov/recommendation/ internal-revenue-
service-procedures-taxpayer-services-and-
complaints; Recommendation 71-3, Articulation of
Agency Policies, 38 FR 19788 (July 23, 1973),
available at https://www.acus.gov/
recommendation/articulation-agency-policies.

the agency that issues them. Regulated
parties may usually be able to rely upon
them, but if an agency changes its position
after a transaction is completed, the
consequences for the affected party can be
severe. As the potential costs of misplaced
reliance rise, even a small chance that an
agency will not adhere to a position offered
in guidance can become intolerable.

When it enacted the Administrative
Procedure Act (APA) in 1946, Congress
included a provision designed to address this
difficult problem. In 5 U.S.C. 554(e), it
provided that an ‘“agency, with like effect as
in the case of other orders, and in its sound
discretion, may issue a declaratory order to
terminate a controversy or remove
uncertainty.” 2 The declaratory order is a
type of adjudication that serves an important
advice-giving function. It may be issued in
response to a petition filed with the agency 3
(as is usually the case) or on the agency’s
own motion. It is well tailored to provide a
level of certainty that may not be achievable
using more informal kinds of guidance. This
is because it is non-coercive and yet legally
binds the agency and the named party, but
only on the facts assumed in the order. The
agency remains free to change its position
with adequate explanation in a subsequent
proceeding. It is a device that affords
substantial administrative discretion—the
agency may decline a request to institute a
declaratory proceeding or to issue a
declaratory order. An agency’s decision, be it
a denial of a petition or the issuance of a
declaratory order, is judicially reviewable.
But the scope of review is limited, and the
position an agency takes in a declaratory
order is typically afforded deference, both
on judicial review and when relevant to
matters at issue in subsequent or parallel
litigation.

An agency may properly use a declaratory
order for a wide variety of purposes,
including to: (1) Interpret the agency’s
governing statute or own regulations; (2)
define terms of art; (3) clarify whether a
matter falls within federal regulatory
authority; or (4) address questions of
preemption.5 One occasion for doing so is in

25 U.S.C. 554(e) (2012); see generally
Administrative Procedure in Government Agencies,
Final Report of the Attorney General’s Committee
on Administrative Procedure, S. Doc. No. 77-8, at
30-34 (1941) (urging Congress to include the
declaratory order provision in the APA).

3 An agency so authorized may assess a filing fee
to help defray the cost of issuing declaratory orders
in response to petitions.

4The level of deference may depend on the
formality of the procedure used, see United States
v. Mead Corp., 553 U.S. 218 (2001), though
“[c]ourts have afforded Chevron deference to
declaratory orders issued through both formal and
informal adjudication.” Emily S. Bremer,
Declaratory Orders 25 (Oct. 30, 2015) available at
https://www.acus.gov/report/declaratory-orders-
final-report [hereinafter Bremer] (citing City of
Arlington v. FCC, 133 S. Ct. 1863 (2013) (giving
Chevron deference to a declaratory ruling issued by
the FCC through informal adjudication)).

5 See generally Ill. Terminal R.R. v. ICC, 671 F.2d
1214 (8th Cir. 1992); N.Y. State Comm’n on Cable
Television v. FCC, 669 F.2d 58 (2d Cir. 1982); N.C.
Utils. Comm’n, 537 F.2d 787 (4th Cir. 1976);
Ashland Oil & Ref. Co. v. FPC, 421 F.2d 17 (6th Cir.
1970).

response to a court’s request for a ruling
when the court has found that the agency has
primary jurisdiction over a matter being
litigated. By presenting the agency’s views
through a document of easily ascertainable
legal effect, declaratory orders may reduce or
eliminate litigation.® By using declaratory
orders to address narrow questions raised by
specific and uncontested facts, an agency can
precisely define the legal issues it addresses
and reserve related issues for future
resolution, thereby facilitating an
incremental approach to the provision of
guidance. The resulting body of agency
precedent will not only be useful to regulated
and other interested parties, but may also
prove invaluable to the agency when it later
decides to conduct a rulemaking or other
proceeding for formulating policy on a
broader scale. Other uses may be possible as
well. For example, an agency that conducts
mass adjudication could use the declaratory
order to promote uniformity by choosing to
give practical and detailed guidance while
also making decisional law binding on the
parties to the proceeding regarding the
proper application of the law to commonly
encountered factual circumstances.

There are several benefits to an agency
when it uses declaratory orders. First,
declaratory orders promote voluntary
compliance, which saves agency resources
that would otherwise be spent on
enforcement. Second, declaratory orders
promote uniformity and fairness in treatment
among the agency’s regulated parties. Third,
declaratory orders facilitate communication
between the agency and its regulated parties,
which can help highlight issues before they
become problems. Finally, declaratory orders
help the agency stay current by allowing
regulated parties to communicate how they
are doing business so that agency officials
can understand and address emerging issues.

Despite the apparent usefulness of the
declaratory order as a tool of administrative
governance, agencies have demonstrated a
persistent reluctance to use it. Several
developments may encourage agencies to
overcome this traditional reluctance to use
declaratory orders. First, it is now reasonably
clear that agencies may issue declaratory
orders in informal adjudication.” This
development expands the availability of the
device and also reduces the cost and
procedural burden of using declaratory
orders.® Second, courts today are often

6 Cf. Mitchell Rogovin & Donald L. Korb, The
Four R’s Revisited: Regulations, Rulings, Reliance,
and Retroativity in the 21st Century: A View from
Within, 46 Duq. L. Rev. 323,331 (2008).

7 See Am. Airlines, Inc. v. DOT, 202 F.3d 788,
796-97 (5th Cir. 2000); Wilson v. A.H. Belo Corp.,
87 F.3d 393, 397 (9th Cir. 1996); Texas v. United
States, 866 F.2d 1546, 1555-56 (5th Cir. 1989);
Bremer, supra note 4 at 12-13, 32-33, 36-37. For
example, courts have affirmed the sufficiency of
basic notice-and-comment procedures when
agencies issue a declaratory order in informal
adjudication. See City of Arlington v. FCC, 668 F.3d
229, 243-45 (5th Cir. 2012), aff'd 133 S. Ct. 1863
(2013).

8 Even if the matter is one subject by statute to
formal adjudication under the APA, an agency may
be able to streamline the process of issuing a
declaratory order. Cf. Administrative Conference of

Continued
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willing to review guidance documents and to
question an agency’s characterization of its
action as non-binding. Agencies may be able
to enhance their chances of prevailing in
court by using declaratory orders—a binding,
but targeted form of instruction—in lieu of
non-binding, legislative guidance. Agencies
may also be able to use declaratory orders to
provide requisite notice to regulated parties
of the agency’s intention to enforce in the
future a rule or principle that has previously
been communicated only via non-binding
guidance. Finally, new programs and new
challenges facing old programs may create
opportunities to beneficially expand the use
of declaratory orders.

The Administrative Conference recognizes
the declaratory order as a useful device to be
used in appropriate circumstances. To that
end, this recommendation provides guidance
and best practices to agencies as they
consider implementing or improving their
use of declaratory orders.

Recommendation

1. Agencies should consider issuing
declaratory orders as authorized by 5 U.S.C.
554(e), either sua sponte or by petition. A
declaratory order can provide a legally
binding decision to the parties to the
proceeding, without imposing a penalty,
sanction, or other liability, in order to
terminate an actual or emerging controversy
or to remove uncertainty in the application
of existing legal requirements. With respect
to entities other than the parties to the
proceeding, it can provide non-binding
guidance.

2. Any filing fees for issuing declaratory
orders should be reasonable within the fee
structure of the agency and contain
appropriate exemptions and waivers.

Potential Uses of Declaratory Orders

3. An agency should consider issuing
declaratory orders in several ways, including,
but not limited, to:

(a) Communicating the agency’s considered
views regarding the meaning of its governing
statute, regulations, or other legal documents
(such as permits, licenses, certificates, or
other authorizations the agency has issued);

(b) Explaining how existing legal
requirements apply to proposed or
contemplated transactions or other activities;

(c) Defining terms of art that are used
within the agency’s regulatory scheme;

(d) Clarifying whether a matter falls within
the agency’s regulatory authority;

(e) Clarifying a division of jurisdiction
between or among federal agencies that
operate in a shared regulatory space; and

(f) Addressing questions of preemption.

4. Agencies should look for opportunities
to experiment with innovative uses of
declaratory orders to improve regulatory
programs.

Determining Minimal Procedural
Requirements for Declaratory Orders

5. Each agency that uses declaratory orders
should have written and publicly available

the United States, Recommendation 70-3, Summary
Decision in Agency Adjudication, 38 FR 19785 (July
23, 1973). See generally Weinberger v. Hynson,
Westcott & Dunning, 412 U.S. 625 (1973).

procedures explaining how the agency
initiates, conducts, and terminates
declaratory proceedings. An agency should
also communicate in a written and publicly
available way its preferred uses of
declaratory orders.

6. When designing the procedures for its
declaratory proceedings, an agency should
begin by determining whether or not the
matter is one that must be adjudicated
according to the formal adjudication
provisions of the APA. If the matter is not
required by statute to be conducted under the
APA’s formal adjudication provisions, an
agency has substantial procedural discretion,
but at a minimum should provide a basic
form of notice and opportunity for comment,
although it need not be equivalent to the
notice-and-comment process used in
rulemaking.

7. Agency procedures should provide
guidance regarding the information that
petitioners should include in a petition for
declaratory order.

Giving Notice and Collecting Information

8. Each agency should provide a way for
petitioners and other interested parties to
learn when the agency has received a petition
for declaratory order or intends to issue a
declaratory order on its own motion. The
agency should tailor this communication
according to the nature of the proceeding and
the needs of potential commenters.

9. Each agency should provide a way for
interested parties to participate in declaratory
order proceedings.

(a) If the matter is one of broad interest or
general policy, the agency should allow
broad public participation.

(b) If the declaratory proceeding involves a
narrow question of how existing regulations
would apply to an individual party’s
proposed actions, the agency may choose to
manage the submission of comments via an
intervention process.

Timeliness and Availability of Declaratory
Orders

10. Agencies that receive a petition for
declaratory order should respond to that
petition within a reasonable period of time.
If an agency declines to act on the petition,
it should give prompt notice of its decision,
accompanied by a brief explanation of its
reasons.

11. Agencies should make their declaratory
orders and other dispositions on petitions
available to the public in a centralized and
easy-to-find location on their Web sites.

Administrative Conference Recommendation
20154

Designing Federal Permitting Programs

Adopted December 4, 2015

Regulatory permits are ubiquitous in
modern society, and each year dozens of
federal agencies administering their
regulatory permit authority issue tens of
thousands of permits covering a broad and
diverse range of actions.? The APA includes

1Eric Biber & J.B. Ruhl, Designing Regulatory
Permits 2 (2015), https://www.acus.gov/report/
licensing-and-permitting-final-report. For a more
complete discussion of different types of permits

the term “permit” in its definition of
“license.” In addition to agency permits, the
APA defines licenses to include “the whole
or part of an agency . . . certificate, approval,
registration, charter, membership, statutory
exemption or other form of permission.” 2
Otherwise, the APA provides little
elaboration on the definition of a permit.3 For
purposes of this recommendation, a
regulatory permit is defined as any
administrative agency’s statutorily
authorized, discretionary, judicially
reviewable granting of permission to do
something that would otherwise be
statutorily prohibited. This recommendation
treats any agency action that meets this
definition as a permit, regardless of how it is
styled by the agency (e.g., “license,”
“conditional exemption™).

Permits exist on a continuum of agency
regulation, falling between exemptions (in
which an activity is not regulated at all) and
prohibitions. Broadly speaking, there are two
contrasting approaches to permitting.# In
specific permitting, upon receiving an
application, an agency engages in extensive
fact gathering and deliberation particular to
the individual circumstances of the
applicant’s proposed action, after which the
agency issues a detailed permit tailored to
the applicant’s situation. In their strictest
form, specific permits can demand so much
of the permit applicant in terms of cost,
information, and time that they closely
resemble prohibitions. However, some
specific permits can be lenient, with
relatively few conditions placed on regulated
entities.

In general permitting, an agency issues a
permit that defines and approves a category
of activity on its own initiative, and allows
entities engaging in that activity to readily
take advantage of the permit. Agency review
of specific facts in any particular case is
generally limited unless the agency finds
good cause to condition or withdraw the
general approval. In their most flexible form,
general permits can resemble exemptions in
form and effect, with few requirements on
regulated entities and relatively little agency
oversight. On the other hand, general permits
may place requirements on regulated entities
that aid agency oversight and enforcement.
Some permits toward the more general end
of the spectrum require the regulated entity
to provide notice to the regulator and others
do not.

Between general and specific permits lie
many possible intermediate forms of
permitting that can exhibit traits of both
general and specific permitting.® These

and permitting systems, see Eric Biber & J.B. Ruhl,
The Permit Power Revisited: The Theory and
Practice of Regulatory Permits in the Administrative
State, 64 Duke L.J. 133 (2014).

25 U.S.C. 551(8).

3 See Biber & Ruhl, supra note 1, at 3—4
(discussing lack of APA definition).

4]d. at 2-6.

5]d. at 8-10 (discussing possible hybrid
permitting and providing an example). For instance,
some of the nationwide permits utilized by the
Army Corps of Engineers to regulate the fill of
wetlands pursuant to Section 404 of the Clean
Water Act require permittees to provide notice to
the agency before proceeding with development
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permits, referred to in this recommendation
interchangeably as “intermediate’ or
“hybrid” permits, may call for intermediate
levels of agency review or intermediate
requirements to be met by regulated parties,
or may contain a mix of features from both
general and specific permitting. Intermediate
permits provide agencies with significant
flexibility, allowing them to tailor permitting
to the regulated activity.

This recommendation focuses on the
distinction between general and specific
permits, and considers intermediate permits
as well. It does not specify situations in
which exemptions are appropriate or
evaluate the extent to which general permits
may be preferable to exemptions. Marketable
permits, in which permits are bought and
traded by regulated entities, may also prove
beneficial to agencies, the regulated
community, and the public in many
circumstances.®

General and specific permitting differ in
both the system used to issue the permit and
in the way permits are issued under the
system.” In specific permitting, the agency
issues a rule outlining the process and
standards for obtaining permits, after which
regulated entities apply for permits and the
agency reviews the submissions, often with
public input and judicial review. In general
permitting, the agency often promulgates a
rule outlining the precise conditions under
which regulated entities may take advantage
of the permit. This approach imposes
significant burdens on the agency upfront;
however, once in place, the process of
permitting is relatively streamlined and
sometimes provides fewer opportunities for
public input and judicial review. Although
some agencies have traditionally relied
primarily on specific permits, general
permits may offer agencies advantages in
efficiency or resource use.

Most statutes delegate considerable
discretion to agencies to decide at what point
on the spectrum from general to specific to
implement a permitting system.8 Whether an
agency adopts a general or specific
permitting system, or an intermediate system,
can have significant impacts on the agency,
the regulated entities, and third parties

activities. The notice may require substantial
amounts of information (including detailed
mitigation plans), and the permittee may not be able
to proceed with development until directly
authorized by the agency. These nationwide
permits have elements of both a general permit
(they apply to a category of activities, do not require
the full range of applicant information that
individual permits under Section 404, require and
do not require the agency to do the full amount of
environmental review associated with individual
permits) and a specific permit (they still require
substantial information to be submitted by the
applicant and may require prior approval by the
agency before permitted activities can be initiated).

6 Permit marketability lies outside the continuum
of general permits to specific permits.

7Id. at 6-7.

8 For example, the Migratory Bird Treaty Act
provides almost no guidance as to the use of general
versus specific permits. See 16 U.S.C. 703 and 704.
Section 404 of the Clean Water Act lays out specific
factors that must be met in order to use general
permits. See 33 U.S.C. 1344(e)(1) and (2). Both of
these programs are described in case studies
accompanying the report.

affected by the permitting action. If Congress
decides to specify which type of permitting
system an agency should adopt, Congress
may want to consider the guidance provided
in this recommendation.

In recent years, there has been increasing
public concern over the extent to which
inefficiencies in the permitting process delay
necessary infrastructure reform.® As an initial
step, in 2012, Executive Order 13604
established a steering committee to ““facilitate
improvements in Federal permitting and
review processes for infrastructure
projects.” 1 The order also established an
online permit-tracking tool, the Federal
Infrastructure Projects Dashboard. The
Steering Committee and Dashboard serve to
enhance interagency coordination and
provide permit tracking to improve agency
timeliness.1? Congress has also been
considering modifying the permitting process
in various ways.?2 In seeking to reform
existing permitting systems or establish a
new permitting system, Congress and
agencies should also be aware of the
comparative advantages of general and
specific permits and design or modify such
systems accordingly.

Although each permitting system is
different, and an agency must tailor its
procedures to meet both its statutory
mandate and the needs of the particular
program at issue, agencies face a number of
common considerations when designing or
reviewing a permitting system. There are
many circumstances in which general
permits may save agencies time or resources
over specific permits without compromising
the goals and standards of the regulatory
program, and this recommendation provides
guidance on when an agency might benefit
most from using a general permitting system.
This recommendation identifies a number of
elements that should be considered in
determining whether an agency should adopt
a general permitting system, a specific
permitting system, or an intermediate or
hybrid system somewhere between the two.

Recommendation

Congressional Delegation of Permitting
Power

1. When Congress delegates permitting
power to an agency, it should consider

9 See, e.g., Philip K. Howard, Common Good, Two
Years Not Ten Years: Redesigning Infrastructure
Approvals (2015), http://commongood.3cdn.net/
c613b4cfda258a5fcb_e8m6b5t3x.pdf.

10 Performance of Federal Permitting and Review
of Infrastructure Projects, 77 FR 18885, 18888 (Mar.
28, 2012) (to be codified at 3 CFR part 100).

11]d. at 18,887-8. The reforms promoted by E.O.
13604 are largely in accord with the Administrative
Conference’s Recommendation 1984—1, Public
Regulation of Siting of Industrial Development
Projects, 49 FR 29938 (July 25, 1984). Specifically,
Recommendation 1984—1 encouraged interagency
coordination of permitting, the establishment of
permitting deadlines, and timely processing of
permit applications.

12 See, e.g., H.R. 348, 114th Cong. (2015); H.R.
351, 114th Cong. (2015); H.R. 89, 114th Cong.
(2015); S. 33, 114th Cong. (2015); H.R. 161, 114th
Cong. (2015). These bills are cited merely as
indications of Congressional interest in the
permitting process, and the Conference has not
reviewed and does not endorse any of their
provisions.

whether to specify which type(s) of
permitting system(s) on the spectrum from
general to specific permitting systems an
agency may adopt.

2. If Congress decides to limit an agency’s
permitting power to a certain type of permit,
it should consider the factors discussed in
recommendations 3—4 when determining the
preferred type of permitting system to
mandate. If Congress decides to give agencies
discretion on which system to adopt,
Congress should consider requiring that
agencies make specific findings about the
factors discussed in recommendations 3—4 in
order to ensure agencies use general or
specific permitting authority appropriately.
Agency Establishment of Permitting Systems

3. When an agency designs a permitting
system, the agency should be cognizant of the
resources, both present and future, that are
required to develop and operate the system.
In particular, the agency should consider that
a general permitting system may require
significant resources during the design phase
(especially if system design triggers
additional procedural or environmental
review requirements), but relatively fewer
resources once the system is in place. A
specific permitting system may require fewer
resources upfront but significant resources in
its application. The agency should balance
resource constraints with competing
priorities and opportunity costs.

4. An agency should consider the following
additional factors when deciding what type
of permitting system, if any, to adopt.

(a) The following conditions weigh in favor
of designing a permitting system toward the
general end of the spectrum:

i. The effects of the regulated activity are
small in magnitude, both in individual
instances and from the cumulative impact of
the activity;

ii. The variability of effects expected across
instances of the regulated activity is low;

iii. The agency is able to expend the
upfront resources to design a general
permitting system and can subsequently
benefit from the reduced administration costs
a general permitting system requires to
enforce;

iv. The agency wishes to encourage the
regulated activity or desires to keep barriers
to entry low;

v. The agency does not need to collect
detailed information about the regulated
activity or regulated parties;

vi. The agency does not need to tailor
permits to context-specific instances of the
activity;

vii. The agency does not need to monitor
the regulated activity closely and does not
believe that the information that might be
provided by specific permits is needed to
facilitate enforcement; or

viii. The agency does not need to exercise
significant enforcement discretion to readily
enforce the permitting system.

(b) The following conditions weigh in favor
of designing a permitting system toward the
specific end of the spectrum:

i. The effects of the regulated activity are
large in magnitude, either in individual
instances or from the cumulative impact of
the activity;


http://commongood.3cdn.net/c613b4cfda258a5fcb_e8m6b5t3x.pdf
http://commongood.3cdn.net/c613b4cfda258a5fcb_e8m6b5t3x.pdf

78166

Federal Register/Vol. 80, No. 241/ Wednesday, December 16, 2015/ Notices

ii. The variability of effects expected across
instances of the regulated activity is high;

iii. The agency is unable to expend the
upfront resources necessary to design a
general permitting system or the agency can
absorb the higher administration costs
necessary to enforce a specific permitting
system;

iv. The agency believes that specific
controls on particular regulated activities are
desirable to reduce, control, or mitigate the
negative effects of the regulated activity, or
is less concerned about relatively high
barriers to entry;

v. The agency needs detailed information
about the regulated activity or regulated
parties;

vi. The agency needs to tailor permits to
context-specific instances of the activity;

vii. The agency needs to monitor the
regulated activity closely, and concludes the
information provided in specific permits will
facilitate enforcement; or

viii. The agency needs to have discretion
in enforcing the permitting system against
individual entities.

(c) An agency should weigh all the factors
and consider implementing a hybrid
permitting system that has features of both
general and specific permits if the factors
described above do not weigh strongly in
favor of either general or specific permits or
cut against each other.

Agency Review of Existing Permitting
Structures

5. Subject to budgetary constraints and
other priorities, agencies are encouraged to
conduct periodic reviews of their existing
permitting structures, consistent with the
Administrative Conference’s
Recommendation 2014-5, Retrospective
Review of Agency Rules.

6. In reviewing existing permitting
structures, agencies should consider the
factors in recommendations 3—4 and, where
appropriate and consistent with statutory
mandates, consider reforming existing
permitting systems to align more closely with
the goals the agency seeks to accomplish.

7. Subject to budgetary and legal
constraints, including the Paperwork
Reduction Act and other statutory
restrictions on data collection and
dissemination, agencies should consider
incorporating data-collection into new and
existing permitting systems to aid analysis
and review.

[FR Doc. 2015-31575 Filed 12—15-15; 8:45 am]
BILLING CODE 6110-01-P

DEPARTMENT OF AGRICULTURE

Food Safety and Inspection Service

[Docket No. FSIS-2014-0034]

Availability of FSIS Compliance
Guideline for Controlling Salmonella
and Campylobacter in Raw Poultry

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Notice of availability and
opportunity for comment.

SUMMARY: The Food Safety and
Inspection Service (FSIS) is announcing
the availability of and requesting
comment on the revised guideline to
assist poultry establishments in
controlling Salmonella and
Campylobacter in raw poultry. The
Agency has revised its guideline to
provide updated information for
establishments to use to control
pathogens in raw poultry products with
the goal of reducing human illnesses
associated with consuming poultry
contaminated with Salmonella and
Campylobacter. The guideline
represents the best practice
recommendations of FSIS based on
scientific and practical considerations.
This document does not represent
regulatory requirements. By following
this guideline, poultry establishments
should be able to produce raw poultry
products that have less contamination
with pathogens, including Salmonella
and Campylobacter, than would
otherwise be the case.

DATES: Submit comments on or before
February 16, 2016.

ADDRESSES: A downloadable version of
the compliance guideline is available to
view and print at http://
www.fsis.usda.gov/Regulations &
Policies/Compliance_Guides Index/
index.asp. No hard copies of the
compliance guideline have been
published.

FSIS invites interested persons to
submit comments on this notice.
Comments may be submitted by one of
the following methods:

Federal eRulemaking Portal: This Web
site provides the ability to type short
comments directly into the comment
field on this Web page or attach a file
for lengthier comments. Go to http://
www.regulations.gov/. Follow the on-
line instructions at that site for
submitting comments.

Mail, including CD—ROMs: Send to
Docket Clerk, U.S. Department of
Agriculture, Food Safety and Inspection
Service, Patriots Plaza 3, 1400
Independence Avenue SW., Mailstop
3782, Room 8-163B, Washington, DC
20250-3700.

Hand- or courier-delivered submittals:
Deliver to Patriots Plaza 3, 355 E Street
SW., Room 8-163A, Washington, DC
20250-3700.

Instructions: All items submitted by
mail or electronic mail must include the
Agency name and docket number FSIS—
2014-0034. Comments received in
response to this docket will be made
available for public inspection and
posted without change, including any

personal information, to http://
www.regulations.gov.

Docket: For access to background
documents or to comments received, go
to the FSIS Docket Room at Patriots
Plaza 3, 355 E. Street SW., Room 164—
A, Washington, DC 20250-3700
between 8:00 a.m. and 4:30 p.m.,
Monday through Friday.

FOR FURTHER INFORMATION CONTACT:
Daniel L. Engeljohn, Ph.D., Assistant
Administrator, Office of Policy and
Program Development; Telephone: (202)
205—0495, or by Fax: (202) 720-2025.

SUPPLEMENTARY INFORMATION:
Background

FSIS is responsible for verifying that
the nation’s commercial supply of meat,
poultry, and egg products is safe,
wholesome, and properly labeled and
packaged.

Salmonella and Campylobacter
bacteria are among the most frequent
causes of foodborne illness. These
bacteria can reside in the intestinal tract
of animals, including birds. Salmonella
and Campylobacter contamination of
raw poultry products occurs during
slaughter operations as well as during
the live-animal rearing process (e.g., on-
farm contamination can coat the exterior
of the bird and remain attached to the
skin). Contamination with pathogens on
poultry can be minimized through the
use of preventative pre-harvest
practices, with the use of proper
sanitary dressing procedures, by
maintaining sanitary conditions before
and during production, and by the
application of antimicrobial
interventions during slaughter and
thereafter during fabrication of the
carcasses into parts and comminuted
product.

In 2010, FSIS issued a guideline (third
edition) for poultry establishments with
recommendations on how to identify
hazards of public health concern when
conducting their hazard analysis and
how to prevent and control these
hazards through Hazard Analysis and
Critical Control Plans (HACCP),
Sanitation Standard Operating
Procedures, or other prerequisite
programs. FSIS has revised its guideline
(fourth edition) to provide updated
information for establishments to use to
control pathogens in raw poultry
products. FSIS has also revised the
guideline to include recommendations
for establishments regarding lotting and
sanitary dressing procedures, pre-
harvest interventions and management
practices, antimicrobial interventions
during slaughter and thereafter during
fabrication, and the use of establishment
sampling results to inform decision
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making. In addition, FSIS revised the
guideline to include information on
prerequisite programs, including how
they can fit into the HACCP system.

Furthermore, since issuance of the
most recent version of the guideline in
2010, there have been several outbreaks
associated with consumption of raw
poultry products, including chicken
parts and comminuted (including
ground) turkey products. In 2011, there
were two Salmonella outbreaks
associated with ground turkey products
(specifically, turkey burgers and ground
turkey) that resulted in a total of 148
illnesses and 40 hospitalizations. In
2012 and 2013-2014, there were two
Salmonella outbreaks associated with
consumption of chicken parts that
together resulted in over 700 illnesses
and over 270 hospitalizations. Also in
2013, a Salmonella outbreak resulted
from consumption of mechanically
separated turkey that was sent to an
institutional facility. This outbreak
resulted in 9 illnesses and 2
hospitalizations.

In addition, in 2015, the Centers for
Disease Control and Prevention (CDC)
investigated two separate outbreaks of
Salmonella enteritidis infections
attributed to raw, heat treated, stuffed
chicken products resulted in 20
illnesses (15 from one outbreak, and five
from the other outbreak). The
implicated products were labeled with
instructions identifying that the product
was uncooked (raw) and included
cooking instructions for preparation.
Some case-patients reported following
the cooking instructions on the label
and using a food thermometer to
confirm that the recommended
temperature was achieved.

FSIS analyzed practices of
establishments that manufactured
product associated with these outbreaks
and found problems with sanitation,
intervention use, and the validation of
cooking instructions at some or all of
these establishments. FSIS considered
these problems and is providing
recommendations in the revised
guideline specific to these issues.

Pre-harvest contamination can affect
the level of Salmonella and
Campylobacter on FSIS-regulated
products. FSIS has updated the pre-
harvest information in the guideline
based on recently published
information. In addition, in response to
a recommendation made by the U.S.
Government Accountability Office,?
FSIS updated the guideline to include
known information on the effectiveness
of pre-harvest practices. To further

1 Available at http://www.gao.gov/products/GAO-
14-744.

inform best practice guidance and to
inform other Agency activities, FSIS
requests comments and data from
industry and other interested parties
regarding pre-harvest pathogen control
strategies, including information on the
effectiveness of pre-harvest strategies in
reducing pathogen levels in poultry
presented for slaughter.

The recently proposed pathogen
reduction performance standards 2 for
raw chicken parts and NRTE
comminuted chicken and turkey are
based on meeting certain Healthy
People 2020 (HP2020) goals—
specifically, the HP2020 goal to reduce
human illnesses from Salmonella by 25
percent and Campylobacter by 33
percent 3 by the year 2020. This
guideline can assist establishments in
meeting these (and existing poultry
carcass) performance standards, thereby
resulting in a reduction in human
illnesses.

FSIS encourages establishments to
follow this guideline. This guideline
represents FSIS’s current thinking, and
FSIS will update it as necessary to
reflect comments received and any
additional information that becomes
available.

USDA Nondiscrimination Statement

No agency, officer, or employee of the
USDA shall, on the grounds of race,
color, national origin, religion, sex,
gender identity, sexual orientation,
disability, age, marital status, family/
parental status, income derived from a
public assistance program, or political
beliefs, exclude from participation in,
deny the benefits of, or subject to
discrimination any person in the United
States under any program or activity
conducted by the USDA.

To file a complaint of discrimination,
complete the USDA Program
Discrimination Complaint Form, which
may be accessed online at http://
www.ocio.usda.gov/sites/default/files/
docs/2012/Complain _combined 6 8_
12.pdyf, or write a letter signed by you
or your authorized representative.

Send your completed complaint form
or letter to USDA by mail, fax, or email:

Mail: U.S. Department of Agriculture,
Director, Office of Adjudication, 1400
Independence Avenue SW.,
Washington, DC 20250-9410.

Fax:(202) 690-7442.

Email: program.intake@usda.gov.

280 FR 3940; Jan. 16, 2015.

3Because the prevalence for NRTE comminuted
turkey is especially low, the highest practical
reduction for this product was estimated to be 19
percent. Therefore, for this one pathogen-product
pair, NRTE comminuted turkey and Campylobacter,
FSIS proposed a reduction less than its stated goal.

Persons with disabilities who require
alternative means for communication
(Braille, large print, audiotape, etc.)
should contact USDA’s TARGET Center
at (202) 720-2600 (voice and TDD).

Additional Public Notification

FSIS will announce this notice online
through the FSIS Web page located at
http://www.fsis.usda.gov/federal-
register.

FSIS will also make copies of this
Federal Register publication available
through the FSIS Constituent Update,
which is used to provide information
regarding FSIS policies, procedures,
regulations, Federal Register notices,
FSIS public meetings, and other types of
information that could affect or would
be of interest to constituents and
stakeholders. The Update is
communicated via Listserv, a free
electronic mail subscription service for
industry, trade groups, consumer
interest groups, health professionals,
and other individuals who have asked
to be included. The Update is also
available on the FSIS Web page. In
addition, FSIS offers an electronic mail
subscription service which provides
automatic and customized access to
selected food safety news and
information. This service is available at
http://www.fsis.usda.gov/subscribe.
Options range from recalls to export
information to regulations, directives,
and notices. Customers can add or
delete subscriptions themselves, and
have the option to password protect
their accounts.

Done at Washington, DC, on December 11,
2015.

Alfred V. Almanza,

Acting Administrator.

[FR Doc. 2015-31628 Filed 12-15-15; 8:45 am)]
BILLING CODE 3410-DM-P

DEPARTMENT OF AGRICULTURE
Food and Nutrition Service

Agency Information Collection
Activities: Proposed Collection;
Comment Request—Summer Food
Service Program

AGENCY: Food and Nutrition Service,
USDA.

ACTION: Notice.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, this
notice invites the general public and
other public agencies to comment on the
Agency’s proposed information
collection for the Summer Food Service
Program. This collection is a revision of


http://www.ocio.usda.gov/sites/default/files/docs/2012/Complain_combined_6_8_12.pdf
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a currently approved information
collection.

DATES: Written comments must be
received on or before February 16, 2016.

ADDRESSES: Comments are invited on:
(1) Whether the proposed collection of
information is necessary for the proper
performance of the Agency’s functions,
including whether the information will
have practical utility; (2) the accuracy of
the Agency’s estimate of the proposed
information collection burden,
including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on those who are to respond, including
use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology.

Comments may be sent to Lynn
Rodgers-Kuperman, Program Monitoring
Branch, Program Monitoring and
Operational Support Division, Child
Nutrition Programs, 3101 Park Center
Drive, Alexandria, VA 22302.
Comments will also be accepted through
the Federal eRulemaking Portal. Go to
http://www.regulations.gov, and follow
the online instructions for submitting
comments electronically.

All responses to this notice will be
summarized and included in the request
for Office of Management and Budget

(OMB) approval. All comments will also
become a matter of public record.
FOR FURTHER INFORMATION CONTACT:
Requests for additional information or
copies of this information collection
should be directed to Lynn Rodgers-
Kuperman, Program Monitoring Branch,
Program Monitoring and Operational
Support Division, Child Nutrition
Programs, 3101 Park Center Drive,
Alexandria, VA 22302.
SUPPLEMENTARY INFORMATION:
Title: Information Collection for the
Summer Food Service Program (SFSP).
OMB Number: 0584—0280.
Expiration Date: March 31, 2016.
Type of Request: Revision of a
currently approved collection.
Abstract: SFSP is authorized under
section 13 of the Richard B. Russell
National School Lunch Act (NSLA) (42
U.S.C. 1761). The SFSP is directed
toward children in low-income areas
when school is not in session and is
operated locally by approved sponsors.
Local sponsors may include public or
private non-profit school food
authorities (SFAs), public or private
non-profit residential summer camps,
units of local, municipal, county or
State governments, or other private non-
profit organizations that develop a
special summer program and provide
meal service similar to that available to
children during the school year under
the National School Lunch Program
(NSLP) and the School Breakfast
Program (SBP).

This is a revision of a currently
approved collection. It revises reporting
burden as a result of an increase in
participating sponsors. Current OMB
inventory for this collection includes
Reporting and Recordkeeping burden
and that consists of 175,391 hours. The
reporting burden was slightly increased
from 139,989 to 150,646 and Record
keeping burden was increased from
35,402 to 43,758. This collection is
requesting a total increase of 19, 012
burden hours. FNS 418 is no longer a
part of this collection as it has been
listed under a separate collection (0584—
0594). The average burden per response
and the annual burden hours for
reporting and recordkeeping are
explained below and summarized in the
charts which follow.

Affected Public: State Agencies,
Camps and Other Sites and Households.
Estimated Number of Respondents:

106,621.

Estimated Number of Responses per
Respondent: 7.35195.

Estimated Total Annual Responses:
783,872.

Estimate Time per Response:
0.248005.

Estimated Total Annual Burden:
194,403.

Current OMB Inventory: 175,391.

Difference (Burden Revisions
Requested): 19,012.

Refer to the table below for estimated
total annual burden for each type of
respondent.

Number of Total Est. total
Affected public ofErSeE's ngr:ré%irts responses per annual hours per Ebsltj.réc;tr?l
P respondent responses response
Reporting
State AGENCIES ....ooiuiiiiieiiieiee et 53 418 22,154 0.704 15,595
SPONSOIS ..ttt ettt nne e 5,317 3 14,726 4.037 59,444
Camps and Other SItes .......ccevireriieieeieseeeese e 662 1 662 .25 166
HOUSENOIAS ... 100,589 2 201,178 .375 75,442
Total Estimated Reporting Burden ...........cccocoeeevneene 106,621 2.23895 238,720 .631058 150,646
Recordkeeping
State AQENCIES ....oocueeiiiiiie et 53 141 7,473 .080 598
SpoONSOrs ...cceeeveeeeenenn. 5,317 101 537,017 .08 42,961
Camps and Other Sites 662 1 662 .300 199
Total Estimated Record keeping Burden ..................... 6,032 90.37666 545,152 0.080267 43,758
Total of Reporting and Recordkeeping

REPOIING ..ottt 106,621 2.238959 238,720 .631058 150,646
Recordkeeping ........cccoeeoveeirieiiiiese e 6,032 90.37666 545,152 .0802672 43,758
TOAl e 106,621 7.35195 783,872 .248005 194,403
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Dated: December 8, 2015.
Audrey Rowe,
Administrator, Food and Nutrition Service.
[FR Doc. 2015-31614 Filed 12—15-15; 8:45 am]
BILLING CODE 3410-30-P

DEPARTMENT OF AGRICULTURE
Food and Nutrition Service

Emergency Food Assistance Program;
Availability of Foods for Fiscal Year
2016

AGENCY: Food and Nutrition Service,
USDA.

ACTION: Notice.

SUMMARY: This notice announces the
surplus and purchased foods that the
Department expects to make available
for donation to States for use in
providing nutrition assistance to the
needy under The Emergency Food
Assistance Program (TEFAP) in Fiscal
Year (FY) 2016. The foods made
available under this notice must, at the
discretion of the State, be distributed to
eligible recipient agencies (ERAs) for
use in preparing meals and/or for
distribution to households for home
consumption.

DATES: Effective Date: October 1, 2015.

FOR FURTHER INFORMATION CONTACT:
Jeramia Garcia, Policy Branch, Food
Distribution Division, Food and
Nutrition Service, U.S. Department of
Agriculture, 3101 Park Center Drive,
Alexandria, Virginia 22302—-1594; or
telephone (703) 305-2662.

SUPPLEMENTARY INFORMATION:

In accordance with the provisions set
forth in the Emergency Food Assistance
Act of 1983 (EFAA), 7 U.S.C. 7501, et
seq., and Section 27 of the Food and
Nutrition Act of 2008, 7 U.S.C. 2036, the
Department makes foods available to
States for use in providing nutrition
assistance to those in need through
TEFAP. In accordance with section 214
of the EFAA, 7 U.S.C. 7515, 60 percent
of each State’s share of TEFAP foods is
based on the number of people with
incomes below the poverty level within
the State and 40 percent on the number
of unemployed persons within the State.
State officials are responsible for
establishing the network through which
the foods will be used by ERAs in
providing nutrition assistance to those
in need, and for allocating foods among
those ERAs. States have full discretion
in determining the amount of foods that
will be made available to ERAs for use
in preparing meals and/or for
distribution to households for home
consumption.

The types of foods the Department
expects to make available to States for
distribution through TEFAP in FY 2016
are described below.

Surplus Foods

Surplus foods donated for distribution
under TEFAP are Commodity Credit
Corporation (CCC) foods purchased
under the authority of section 416 of the
Agricultural Act of 1949, 7 U.S.C. 1431
(section 416) and foods purchased
under the surplus removal authority of
section 32 of the Act of August 24, 1935,
7 U.S.C. 612c (section 32). The types of
foods typically purchased under section
416 include dairy, grains, oils, and
peanut products. The types of foods
purchased under section 32 include
meat, poultry, fish, vegetables, dry
beans, juices, and fruits.

Approximately $195.7 million in
surplus foods acquired in FY 2015 are
being delivered to States in FY 2016.
These foods include applesauce,
cranberry sauce, dried cranberries,
cranberry juice, orange juice, apple
juice, apples, cherries, raisins, chicken
leg quarters, lamb, and salmon. Other
surplus foods may be made available to
TEFAP throughout the year. The
Department would like to point out that
food acquisitions are based on changing
agricultural market conditions;
therefore, the availability of foods is
subject to change.

Purchased Foods

In accordance with section 27 of the
Food and Nutrition Act of 2008, 7
U.S.C. 2036, the Secretary is directed to
purchase an estimated $319.75 million
worth of foods in FY 2016 for
distribution through TEFAP. These
foods are made available to States in
addition to those surplus foods which
otherwise might be provided to States
for distribution under TEFAP.

For FY 2016, the Department
anticipates purchasing the following
foods for distribution through TEFAP:
Fresh and dehydrated potatoes, fresh
apples, fresh pears, frozen apple slices,
unsweetened applesauce, dried plums,
raisins, frozen ground beef, frozen
whole chicken, frozen ham, frozen
catfish, frozen turkey roast, lima beans,
black-eye beans, garbanzo beans, great
northern beans, light red kidney beans,
pinto beans, lentils, egg mix, shell eggs,
peanut butter, roasted peanuts, low-fat
cheese, one percent ultra high
temperature fluid milk, vegetable oil,
low-fat bakery flour mix, egg noodles,
white and yellow corn grits, whole grain
oats, macaroni, spaghetti, whole grain
rotini, whole grain spaghetti, whole
grain macaroni, white and brown rice,
corn flakes, wheat bran flakes, oat

cereal, rice cereal, corn cereal, corn and
rice cereal, and shredded whole wheat
cereal; the following canned items: Low
sodium blackeye beans, low sodium
green beans, low sodium light red
kidney beans, low sodium refried beans,
low sodium vegetarian beans, low
sodium carrots, low sodium cream corn,
no salt added whole kernel corn, low
sodium peas, low sodium sliced
potatoes, no salt added pumpkin,
reduced sodium cream of chicken soup,
reduced sodium cream of mushroom
soup, low sodium tomato soup, low
sodium vegetable soup, low sodium
spaghetti sauce, low sodium spinach,
sweet potatoes with extra light syrup, no
salt added diced tomatoes, low sodium
tomato sauce, kosher and halal tomato
sauce, low sodium mixed vegetables,
unsweetened applesauce, apricots with
extra light syrup, mixed fruit with extra
light syrup, cling peaches with extra
light syrup, pears with extra light syrup,
beef, beef stew, chicken, pork, salmon
and kosher salmon, and tuna; and the
following bottled juices: Unsweetened
apple juice, unsweetened cherry apple
juice, unsweetened cran-apple juice,
unsweetened grape juice, unsweetened
grapefruit juice, unsweetened orange
juice, and unsweetened tomato juice.

The amounts of each item purchased
will depend on the prices the
Department must pay, as well as the
quantity of each item requested by the
States. Changes in agricultural market
conditions may result in the availability
of additional types of foods or the non-
availability of one or more types listed
above.

Dated: December 8, 2015.
Audrey Rowe,
Administrator, Food and Nutrition Service.
[FR Doc. 2015-31616 Filed 12—15-15; 8:45 am]
BILLING CODE 3410-30-P

BROADCASTING BOARD OF
GOVERNORS

Government in the Sunshine Act
Meeting Change Notice

DATE AND TIME: Wednesday, December
16, 2015, 9:15 a.m.—11:30 a.m. EST.

PLACE: Cohen Building, Room 3321, 330
Independence Ave. SW., Washington,
DC 20237.

SUBJECT: Notice of Meeting Change of
the Broadcasting Board of Governors.
SUMMARY: The Broadcasting Board of
Governors (Board) previously
announced that it will be meeting at the
time and location listed above. The
subject matter of the meeting has been
changed to add the discussion and
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consideration of Internet Freedom
framework and governance documents.

The prompt and orderly conduct of
business required this change and no
earlier announcement was possible.

This meeting will be available for
public observation via streamed
webcast, both live and on-demand, on
the agency’s public Web site at
www.bbg.gov. Information regarding this
meeting, including any updates or
adjustments to its starting time, can also
be found on the agency’s public Web
site.

The public may also attend this
meeting in person at the address listed
above as seating capacity permits.
Members of the public seeking to attend
the meeting in person must register at
http://bbgboardmeetingdecember
2015.eventbrite.com by 12:00 p.m. (EST)
on December 15. For more information,
please contact BBG Public Affairs at
(202) 203—4400 or by email at pubaff@
bbg.gov.

CONTACT PERSON FOR MORE INFORMATION:
Persons interested in obtaining more
information should contact Oanh Tran
at (202) 203-4545.

Oanh Tran,

Director of Board Operations.

[FR Doc. 2015-31780 Filed 12-14-15; 4:15 pm]
BILLING CODE 8610-01-P

DEPARTMENT OF COMMERCE

International Trade Administration
[A-570-836]

Glycine From the People’s Republic of
China: Notice of Amended Final
Results of Antidumping Duty
Administrative Review Pursuant to
Settlement; 2012-2013

AGENCY: Enforcement and Compliance,
International Trade Administration,
Department of Commerce.

SUMMARY: The Department of Commerce
(the Department) is amending the final
results of the 2012-2013 antidumping
administrative review of glycine from
the People’s Republic of China (PRC)
with respect to Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. and Evonik
Rexim S.A.S. (collectively, Evonik)
pursuant to an agreement that settles the
related litigation.

DATES: Effective date: December 16,
2015.

FOR FURTHER INFORMATION CONTACT:
Edythe Artman or Brian Davis, AD/CVD
Operations, Office VI, Enforcement and
Compliance, International Trade
Administration, U.S. Department of
Commerce, 14th Street and Constitution

Avenue NW., Washington, DC 20230;
telephone: (202) 482—3931 or (202) 482—
7924, respectively.

SUPPLEMENTARY INFORMATION:

Background

On March 29, 1995, the Department
published the antidumping duty order
on glycine from the PRC.1 On October
31, 2014, the Department published the
final results of its administrative review
of the Order.2 The period of review
(POR) is March 1, 2012, through
February 28, 2013. In the Final Results,
the Department assigned Evonik, an
exporter of the subject merchandise
from the PRC to the United States, the
rate assigned to the PRC-wide entity of
453.79 percent for the POR.

Following the publication of the Final
Results, Evonik filed a lawsuit with the
CIT challenging the Department’s final
results of administrative review. The
United States and Evonik have now
entered into an agreement to settle this
dispute. The Court issued its Order of
Judgment by Stipulation on November
16, 2015.3

Assessment of Duties

Pursuant to the Court’s Order of
Judgment by Stipulation, the
Department shall instruct Customs and
Border Protection (CBP) to assess
antidumping duties on all shipments of
glycine from the PRC, which were
entered, or withdrawn from warehouse,
for consumption during the period
March 1, 2012, through February 28,
2013, and that were exported by Evonik
at a rate of 155.89 percent. The
Department intends to issue assessment
instructions to CBP within 15 days after
the date of publication of these
amended final results of the review in
the Federal Register.

Cash Deposit Requirements

As stipulated in the Court’s Order of
Judgement by Stipulation, the order has
no effect on entries not made during the
POR and does not establish a revised
cash deposit rate for Evonik.

Notification to Importers

This notice also serves as a final
reminder to importers of their
responsibility under 19 CFR 351.402(f)
to file a certificate regarding the

1 See Glycine from the People’s Republic of
China: Antidumping Duty Order, 60 FR 16116
(March 29, 1995) (Order).

2 See Glycine from the People’s Republic of
China: Final Results of Antidumping Duty
Administrative Review; 2012-2013, 79 FR 64746
(October 31, 2014) (Final Results).

3 See Evonik Rexim (Nanning) Pharmaceutical
Co. Ltd. et al v. United States, Court No. 14-00296,
Order of Judgment by Stipulation (November 16,
2015).

reimbursement of antidumping duties
prior to liquidation of the relevant
entries during this review period.
Failure to comply with this requirement
could result in the Secretary’s
presumption that reimbursement of
antidumping duties occurred, and the
subsequent assessment of double
antidumping duties.

We are issuing this determination and
publishing these amended final results
of antidumping duty administrative
review pursuant to the Court’s Order of
Judgment by Stipulation.

Dated: December 9, 2015.
Paul Piquado,

Assistant Secretary for Enforcement and
Compliance.

[FR Doc. 2015-31630 Filed 12—-15-15; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE
International Trade Administration

U.S. Education Mission to Africa:
South Africa and Ghana (Optional Stop
to Cote d’lvoire); March 6-12, 2016

AGENCY: International Trade
Administration, Department of
Commerce.

ACTION: Notice.

SUMMARY: The United States Department
of Commerce, International Trade
Administration, is organizing an
education mission to South Africa and
Ghana with an optional stop in the Cote
d’Ivoire. Department of Commerce is
partnering with the Department of
State’s EducationUSA Advising Centers
in each location. This trade mission will
be led by a senior Department of
Commerce official and the emphasis
will be on higher education programs,
community college programs and
summer, undergraduate and graduate
programs, or consortia/associations of
U.S. educational institutions offering
said programs.

This mission will seek to connect U.S.
higher education institutions to
potential students and university/
institution partners in these three
African countries. The mission will
include student fairs organized by
Education USA, embassy briefings, site
visits, and networking events in our
target cities of Johannesburg, Accra, and
Abidjan. Participation in the Education
Mission to these nations, rather than
traveling independently to each market,
will enhance the ability of participants
to secure appropriate meetings with
productive contacts in the target
markets.
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This mission is intended to include
representatives from a variety of
accredited U.S. education institutions
and consortia/associations representing
groupings of U.S. accredited education
institutions.

Summer programs seeking to
participate should be appropriately
accredited by an accreditation body
recognized by the U.S. Department of
Education. Community colleges,
undergraduate and graduate programs
seeking to participate should be
accredited by a recognized accreditation
body listed in Council for Higher
Education Accreditation (CHEA) or
Accrediting Council for Education and
Training (ACCET), in the Association of
Specialized and Professional
Accreditors (ASPA), or any accrediting
body recognized by the U.S. Department
of Education.

The delegation will include
representatives from approximately 25
different educational institutions or
consortia/associations.

SCHEDULE

Sunday March | e Arrive in Johannesburg

6, 2016. e Check into hotel
Monday March | ¢ Welcome and Briefing
7, 2016. from the U.S. and Foreign
Commercial Service
¢ Meeting with South Afri-
can Government Edu-
cation Leaders
e Visit to Schools
o Networking Reception
Tuesday o Education Fair
March 8,
2016.
Wednesday o Visit to Africa Leadership
March 9, Academy
2016. o Additional Meetings with
Schools
e Travel to Accra
Thursday o Travel Recovery
March 10, e Welcome and Briefing
2016. from the U.S. and Foreign

Commercial Service
o Education Fair
e Reception at U.S. Ambas-
sador’s Residence
¢ Visit to Schools (Accra)
e Depart for Abidjan, Cote
d’lvoire for optional stop or
return to United States on
own itinerary
Arrive in Abidjan in after-
noon
e Evening Reception
e Welcome and Briefing
from the U.S. Department
of State (EducationUSA)
Brunch with Local Schools
and University Directors
Education Fair: 12:30—
6:00 PM
Reception with Dinner and
Cultural Show
Optional cultural excursion
for those who can stay

Friday March
11, 2016.

Saturday
March 12,
2016.

Monday March
13, 2016.

SCHEDULE—Continued

e Departure to the United
States (most flights depart
in the afternoon or
evening)

Web site: Please visit our official
mission Web site for more information:
http://www.export.gov/trademissions/.

Participation Requirements

All parties interested in participating
in the Education Trade Mission to
Africa must complete and submit an
application package for consideration by
the Department of Commerce. All
applicants will be evaluated on their
ability to meet certain conditions and
best satisfy the selection criteria as
outlined below. The mission will open
on a rolling basis to a minimum of 20
and a maximum of 25 appropriately
accredited U.S. educational institutions.
U.S. educational institutions (or
associations/consortia thereof) already
recruiting in Africa, as well as U.S.
education institutions seeking to enter
the African market for the first time,

may apply.
Fees and Expenses

After an institution has been selected
to participate on the mission, a payment
to the Department of Commerce in the
form of a participation fee is required.
The participation fee is $2,800 for one
principal representative from each non-
profit educational institution or
educational institution with fewer than
500 employees and $3,300 for for-profit
universities with over 500 employees.
An institution can choose to participate
in the optional stop in Cote d’Ivoire for
an additional $1,800 for one principal
representative from each non-profit
educational institution or educational
institution with fewer than 500
employees and $1,900 for for-profit
universities with over 500 employees.
The fee for each additional
representative is $600. Expenses for
lodging, some meals, incidentals, and
all travel (except for transportation to
and from airports in-country, previously
noted) will be the responsibility of each
mission participant. The U.S.
Department of Commerce can facilitate
government rates in some hotels.

Application
All interested firms and associations
may register via the following link:

http://emenuapps.ita.doc.gov/ePublic/
TM/6ROR.

Exclusions

The mission fee does not include any
personal travel expenses such as
lodging, most meals, local ground

transportation, except as stated in the
proposed agenda, and air transportation
from the United States to the mission
site and return to the United States.

Timeline for Recruitment and
Applications

Mission recruitment will be
conducted in an open and public
manner, including publication in the
Federal Register, posting on the
Commerce Department trade mission
calendar (http://export.gov/industry/
education/) and other Internet Web
sites, press releases to general and trade
media, direct mail, notices by industry
trade associations and other multiplier
groups, and publicity at industry
meetings, symposia, conferences, and
trade shows. Recruitment for the
mission will begin immediately and
conclude no later than January 15, 2016.
Applications for the mission will be
accepted on a rolling basis. Applications
received after January 15, 2016, will be
considered only if space and scheduling
constraints permit.

Conditions for Participation

An applicant must submit a timely,
completed and signed mission
application and supplemental
application materials, including
adequate information on course
offerings, primary market objectives,
and goals for participation. The
institution or institutional members of
consortia/associations must have
appropriate accreditation as specified
per paragraph one above.

The institution/consortium/
association must be represented at the
student fair by an employee of an
accredited U.S. educational institution
or association/consortium. No agents
will be allowed to represent a school on
the mission or participate at the student
fair. Agents will also not be allowed into
the fairs to solicit new partnerships. If
the Department of Commerce receives
an incomplete application, the
Department may reject the application,
request additional information, or take
the lack of information into account
when evaluating the applications.

Participants must travel to both stops
in South Africa and Ghana on the
mission. Cote d’Ivoire is the only
optional stop.

Each applicant must certify that the
services it seeks to export through the
mission are either produced in the
United States, or, if not, marketed under
the name of a U.S. firm and have at least
51 percent U.S. content of the value of
the service.

FOR FURTHER INFORMATION CONTACT:

Jennifer Woods, Senior International
Trade Specialist, U.S Commercial


http://emenuapps.ita.doc.gov/ePublic/TM/6R0R
http://emenuapps.ita.doc.gov/ePublic/TM/6R0R
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Service, Portland, Oregon, Tel: (503)
326-5290, Email: jennifer.woods@
trade.gov.

Jeffrey Goldberg, Industry & Analysis,
Office of Trade Promotion Programs,
Washington, DC, Tel: (202) 482-1706,
Email: jeffrey.goldberg@trade.gov.

Frank Spector,

Acting Director, Trade Missions Program.
[FR Doc. 2015-31584 Filed 12-15-15; 8:45 am]
BILLING CODE 3510-DR-P

DEPARTMENT OF COMMERCE
International Trade Administration

Limitation of Duty-Free Imports of
Apparel Articles Assembled in Haiti
Under the Caribbean Basin Economic
Recovery Act (CBERA), as Amended
by the Haitian Hemispheric
Opportunity Through Partnership
Encouragement Act (HOPE)

AGENCY: International Trade
Administration, U.S. Department of
Commerce.

ACTION: Notification of Annual
Quantitative Limit on Imports of Certain
Apparel from Haiti.

SUMMARY: CBERA, as amended,
provides duty-free treatment for certain
apparel articles imported directly from
Haiti. One of the preferences is known
as the “value-added” provision, which
requires that apparel meet a minimum
threshold percentage of value added in
Haiti, the United States, and/or certain
beneficiary countries. The provision is
subject to a quantitative limitation,
which is calculated as a percentage of
total apparel imports into the United
States for each 12-month annual period.
For the annual period from December
20, 2015 through December 19, 2016,
the quantity of imports eligible for
preferential treatment under the value-
added provision is 350,962,661 square
meters equivalent.

DATED: Effective Date: December 20,
2015.

FOR FURTHER INFORMATION CONTACT:
Laurie Mease, International Trade
Specialist, Office of Textiles and
Apparel, U.S. Department of Commerce,
(202) 482-3400.

SUPPLEMENTARY INFORMATION:

Authority: Section 213A of the Caribbean
Basin Economic Recovery Act (19 U.S.C.
2703a)

(“CBERA”), as amended by the
Haitian Hemispheric Opportunity
through Partnership Encouragement Act
of 2006 (“HOPE”’) (Title V of the Tax
Relief and Health Care Act of 2006), the

Haitian Hemispheric Opportunity
through Partnership Encouragement Act
of 2008 (“HOPE II"’) (Subtitle D of Title
XV of the Food, Conservation, and
Energy Act of 2008), the Haiti Economic
Lift Program Act of 2010 (“HELP”), and
the Trade Preferences Extension Act of
2015; and as implemented by
Presidential Proc. No. 8114, 72 FR
13655 (March 22, 2007), and No. 8596,
75 FR 68153 (November 4, 2010).

Background: Section 213A(b)(1)(B) of
CBERA, as amended (19 U.S.C.
2703a(b)(1)(B)), outlines the
requirements for certain apparel articles
imported directly from Haiti to qualify
for duty-free treatment under a ““value-
added” provision. In order to qualify for
duty-free treatment, apparel articles
must be wholly assembled, or knit-to-
shape, in Haiti from any combination of
fabrics, fabric components, components
knit-to-shape, and yarns, as long as the
sum of the cost or value of materials
produced in Haiti or one or more
beneficiary countries, as described in
CBERA, as amended, or any
combination thereof, plus the direct
costs of processing operations
performed in Haiti or one or more
beneficiary countries, as described in
CBERA, as amended, or any
combination thereof, is not less than an
applicable percentage of the declared
customs value of such apparel articles.
Pursuant to CBERA, as amended, the
applicable percentage for the period
December 20, 2015 through December
19, 2016 is 55 percent. For every 12-
month period following the effective
date of CBERA, as amended, duty-free
treatment under the value-added
provision is subject to a quantitative
limitation. CBERA, as amended,
provides that the quantitative limitation
will be recalculated for each subsequent
12- month period. Section 213A
(b)(1)(C) of CBERA, as amended (19
U.S.C. 2703a(b)(1)(C)), requires that, for
the 12-month period beginning on
December 20, 2015, the quantitative
limitation for qualifying apparel
imported from Haiti under the value-
added provision will be an amount
equivalent to 1.25 percent of the
aggregate square meter equivalent of all
apparel articles imported into the
United States in the most recent 12-
month period for which data are
available. The aggregate square meters
equivalent of all apparel articles
imported into the United States is
derived from the set of Harmonized
System lines listed in the Annex to the
World Trade Organization Agreement
on Textiles and Clothing (“ATC”), and
the conversion factors for units of
measure into square meter equivalents

used by the United States in
implementing the ATC. For purposes of
this notice, the most recent 12-month
period for which data are available as of
December 20, 2015 is the 12-month
period ending on October 31, 2015.

Therefore, for the one-year period
beginning on December 20, 2015 and
extending through December 19, 2016,
the quantity of imports eligible for
preferential treatment under the value-
added provision is 350,962,661 square
meters equivalent. Apparel articles
entered in excess of these quantities will
be subject to otherwise applicable
tariffs.

Dated: December 10, 2015.
Joshua Teitelbaum,

Deputy Assistant Secretary for Textiles,
Consumer Goods and Materials.

[FR Doc. 2015-31598 Filed 12—-15-15; 8:45 am]
BILLING CODE 3510-DR-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648—-XE339

Fisheries of the Exclusive Economic
Zone Off Alaska; North Pacific Halibut
and Sablefish Individual Fishing Quota
Cost Recovery Programs

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Notice of standard prices and
fee percentage.

SUMMARY: NMF'S publishes individual
fishing quota (IFQ) standard prices and
fee percentage for cost recovery for the
IFQ Program for the halibut and
sablefish fisheries of the North Pacific
(IFQ Program). The fee percentage for
2015 is 3.0 percent. This action is
intended to provide holders of halibut
and sablefish IFQ permits with the 2015
standard prices and fee percentage to
calculate the required payment for IFQQ
cost recovery fees due by January 31,
2016.

DATES: Effective December 16, 2015.
FOR FURTHER INFORMATION CONTACT:
Kristie Balovich, Fee Coordinator, 907—
586—7105.

SUPPLEMENTARY INFORMATION:

Background

NMFS Alaska Region administers the
halibut and sablefish individual fishing
quota (IFQ) program in the North
Pacific. The IFQ Program is a limited
access system authorized by the
Magnuson-Stevens Fishery
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Conservation and Management Act
(Magnuson-Stevens Act) and the
Northern Pacific Halibut Act of 1982.
Fishing under the IFQ Program began in
March 1995. Regulations implementing
the IFQ Program are set forth at 50 CFR
part 679.

In 1996, the Magnuson-Stevens Act
was amended to, among other purposes,
require the Secretary of Commerce to
“collect a fee to recover the actual costs
directly related to the management and
enforcement of any . . . individual
quota program.”” This requirement was
further amended in 2006 to include
collection of the actual costs of data
collection, and to replace the reference
to “individual quota program” with a
more general reference to “limited
access privilege program” at section
304(d)(2)(A). Section 304(d)(2) of the
Magnuson-Stevens Act also specifies an
upper limit on these fees, when the fees
must be collected, and where the fees
must be deposited.

On MarcE 20, 2000, NMFS published
regulations in § 679.45 implementing
cost recovery for the IFQQ Program (65
FR 14919). Under the regulations, an
IFQ permit holder incurs a cost recovery
fee liability for every pound of IFQ
halibut and IFQ sablefish that is landed
on his or her IFQ permit(s). The IFQQ
permit holder is responsible for self-
collecting the fee liability for all IFQ
halibut and IFQ sablefish landings on
his or her permit(s). The IFQ permit
holder is also responsible for submitting
IFQ fee liability payment(s) to NMFS on
or before the due date of January 31 of
the year following the year in which the
IFQ landings were made. The total
dollar amount of the fee due is
determined by multiplying the NMFS
published fee percentage by the ex-
vessel value of all IFQ landings made on
the permit(s) during the IFQ fishing
year. As required by regulations at
§679.45(d)(1) and (d)(3)(i), NMFS
publishes this notice of the fee
percentage for the halibut and sablefish
IFQ fisheries in the Federal Register
during or before the last quarter of each
year.

Standard Prices

The fee liability is based on the sum
of all payments made to fishermen for
the sale of the fish during the year. This
includes any retro-payments (e.g.,
bonuses, delayed partial payments,

post-season payments) made to the IFQQ
permit holder for previously landed IFQ
halibut or sablefish.

For purposes of calculating IFQ cost
recovery fees, NMFS distinguishes
between two types of ex-vessel value:
actual and standard. Actual ex-vessel
value is the amount of all compensation,
monetary or non-monetary, that an IFQ
permit holder received as payment for
his or her IFQ fish sold. Standard ex-
vessel value is the default value used to
calculate the fee liability. IFQ permit
holders have the option of using actual
ex-vessel value if they can satisfactorily
document it; otherwise, the standard ex-
vessel value is used.

The regulation at § 679.45(b)(3)(iii)
requires the Regional Administrator to
publish IFQ standard prices during the
last quarter of each calendar year. These
standard prices are used, along with
estimates of IFQ halibut and IFQ
sablefish landings, to calculate standard
ex-vessel values. The standard prices
are described in U.S. dollars per IFQQ
equivalent pound for IFQ halibut and
IFQ sablefish landings made during the
year. According to § 679.2, IFQ
equivalent pound(s) means the weight
amount, recorded in pounds, and
calculated as round weight for sablefish
and headed and gutted weight for
halibut, for an IFQ landing. The weight
of halibut in pounds landed as guided
angler fish (GAF) is converted to IFQQ
equivalent pound(s) as specified in
§300.65(c) of this title. NMFS calculates
the standard prices to closely reflect the
variations in the actual ex-vessel values
of IFQ halibut and IFQ sablefish
landings by month and port or port-
group. The standard prices for IFQ
halibut and IFQ sablefish are listed in
the tables that follow the next section.
Data from ports are combined as
necessary to protect confidentiality.

Fee Percentage

NMFS calculates the fee percentage
each year according to the factors and
methods described in Federal
regulations at § 679.45(d)(2). NMFS
determines the fee percentage that
applies to landings made in the
previous year by dividing the total costs
directly related to the management, data
collection, and enforcement of the IFQ
Program (management costs) during the
previous year by the total standard ex-
vessel value of IFQ halibut and IFQ

sablefish landings made during the
previous year (fishery value). NMFS
captures the actual management costs
associated with certain management,
data collection, and enforcement
functions through an established
accounting system that allows staff to
track labor, travel, contracts, rent, and
procurement. NMFS calculates the
fishery value as described under the
section, Standard Prices.

Using the fee percentage formula
described above, the estimated
percentage of management costs to
fishery value for the 2015 calendar year
is 3.0 percent of the standard ex-vessel
value. An IFQ permit holder is to use
the fee liability percentage of 3.0
percent to calculate his or her fee for
IFQ equivalent pound(s) landed during
the 2015 halibut and sablefish IFQ
fishing season. An IFQ permit holder is
responsible for submitting the 2015 IFQ
fee liability payment to NMFS on or
before January 31, 2016. Payment must
be made in accordance with the
payment methods set forth in
679.45(a)(4). NMFS will no longer
accept credit card information by phone
or in-person for fee payments. NMFS
has determined that the practice of
accepting credit card information by
phone or in-person no longer meets
agency standards for protection of
personal financial information.

The 2015 fee liability percentage of
3.0 percent is an increase of 0.4 percent
from the 2014 fee liability of 2.6 percent
(79 FR 73045, December 9, 2014). The
change in the fee percentage between
2014 and 2015 can be attributed to a
23.5 percent increase in management
costs. NMFS, the Alaska Department of
Fish and Game (ADF&G), and the
International Pacific Halibut
Commission (IPHC) incurred higher
costs in 2015 due to addition of staff
(NOAA Office of Law Enforcement),
additional costs to maintain the
interagency Internet-based landings
system used for the IFQ Program (NMFS
and ADF&G), and increased costs for the
port sampling program (IPHC). The
value of halibut and sablefish harvests
under the IFQ Program also increased
by 4 percent from 2014 to 2015. This
increase in value of the fishery offset
some of the increase in management
costs, which limited the change in the
fee percentage between 2014 and 2015.
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TABLE 1—REGISTERED BUYER STANDARD EX-VESSEL PRICES BY LANDING LOCATION FOR THE 2015 IFQ SEASON1

Landing location

Period ending

Halibut
standard
ex-vessel price

Sablefish

Standard

Ex-vessel
price

CORDOVA ..o

KETCHIKAN ...

KODIAK ..o

PETERSBURG ........ccccooviiiiiiinens

PORT GROUP BERING SEA?2 ......

PORT GROUP CENTRAL GULF3

March 31 .
April 30 ...
May 31 ....
June 30 ...
JUIY BT s
August 31
September 30
October 31 ........
November 30
March 31 .
April 30 ...
May 31 ...
June 30 ...
July 31 ...
August 31 ......
September 30
October 31 .....
November 30 .
March 31 .
April 30 ...
May 31 ....
June 30 ...
July 31 ...
August 31 ......
September 30
October 31 ........
November 30 .
March 31 .
April 30 ...
May 31 ....
June 30 ...
July 31 ...
August 31 ......
September 30
October 31 .....
November 30 .
March 31 .
April 30 ...
May 31 ....
June 30 ...
July 31 ...
August 31 ......
September 30
October 31 ........
November 30 .
March 31 .
April 30 ...
May 31 ....
June 30 ...
July 31 ...
August 31 ......
September 30
October 31 .....
November 30 .
March 31 ...
Y o 1 T PN
May 31 o
JUNE 30 e
JUIY BT
AUGUST 3T e
September 30 ..o
(003 (o o 1T i T SR
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TABLE 1—REGISTERED BUYER STANDARD EX-VESSEL PRICES BY LANDING LOCATION FOR THE 2015 IFQ SEASON 1—

Continued
oa, | S
Landing location Period ending standard Ex-vessel
ex-vessel price price
NOVEMDET B0 ..ot 6.65 3.85
PORT GROUP SOUTHEAST 4 ....oeiiiiiiiiieitieiieenienies | eeenitesteesie e st e ss e s et sae e st e esse e bt e saeeeteesase e st e sneeenneenneenbeeans | tesseeesseesseesnseenine | toseessesseesseesnsees
March 31 ... 6.46 3.62
APFL B0 s 6.50 3.71
May 31 o 6.50 4.07
JUNE B0 e 6.59 417
JUIY BT 6.58 419
AUGUST 3T e 6.80 4.41
September 30 ..o 6.77 413
OCLODEN BT i 6.77 413
NOVEMDET B0 ..ot 6.77 4.13
Y T SO BSOSO PP VPR EOPPROPRTRUPPOTRN
March 31 ... 6.41 3.63
APFL B0 s 6.37 3.72
May 31 o 6.38 3.77
JUNE B0 e 6.33 3.77
JUIY BT 6.55 3.79
AUGUST 3T e 6.54 3.89
September 30 ..o 6.52 3.91
OCLODEN BT s 6.52 3.91
NOVEMDET B0 ..ot 6.52 3.91

1Note: In many instances prices have not been reported to comply with confidentiality guidelines that prevent price reports when there are
fewer than three processors operating in a location during a month.

2 [anding locations Within Port Group—Bering Sea: Adak, Akutan, Akutan Bay, Atka, Bristol Bay, Chefornak, Dillingham, Captains Bay, Dutch
Harbor, Egegik, Ikatan Bay, Hooper Bay, King Cove, King Salmon, Kipnuk, Mekoryuk, Naknek, Nome, Quinhagak, Savoonga, St. George, St.
Lawrence, St. Paul, Togiak, Toksook Bay, Tununak, Beaver Inlet, Ugadaga Bay, Unalaska.

3 Landing Locations Within Port Group—Central Gulf of Alaska: Anchor Point, Anchorage, Alitak, Chignik, Cordova, Eagle River, False Pass,
West Anchor Cove, Girdwood, Chinitna Bay, Halibut Cove, Homer, Kasilof, Kenai, Kenai River, Alitak, Kodiak, Port Bailey, Nikiski, Ninilchik, Old
Harbor, Palmer, Sand Point, Seldovia, Resurrection Bay, Seward, Valdez, Whittier.

4 Landing Locations Within Port Group—Southeast Alaska: Angoon, Baranof Warm Springs, Craig, Edna Bay, Elfin Cove, Excursion Inlet, Gus-
tavus, Haines, Hollis, Hoonah, Hyder, Auke Bay, Douglas, Tee Harbor, Juneau, Kake, Ketchikan, Klawock, Metlakatla, Pelican, Petersburg, Por-
tage Bay, Port Alexander, Port Graham, Port Protection, Point Baker, Sitka, Skagway, Tenakee Springs, Thorne Bay, Wrangell, Yakutat.

5 Landing Locations Within Port Group—All: For Alaska: All landing locations included in 2, 3, and 4. For California: Eureka, Fort Bragg, Other
California. For Oregon: Astoria, Aurora, Lincoln City, Newport, Warrenton, Other Oregon. For Washington: Anacortes, Bellevue, Bellingham,
Nagai Island, Edmonds, Everett, Granite Falls, llwaco, La Conner, Port Angeles, Port Orchard, Port Townsend, Ranier, Fox Island, Mercer Is-
land, Seattle, Standwood, Other Washington. For Canada: Port Hardy, Port Edward, Prince Rupert, Vancouver, Haines Junction, Other Canada.

Authority: 16 U.S.C. 1801 et seq.

Dated: December 11, 2015.
Emily H. Menashes,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 2015-31624 Filed 12—-15-15; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

Submission for OMB Review;
Comment Request

The Department of Commerce will
submit to the Office of Management and
Budget (OMB) for clearance the
following proposal for collection of
information under the provisions of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35).

Agency: National Oceanic and
Atmospheric Administration (NOAA).

Title:

OMB Control Number: 0648—0314.

Form Number(s): None.

Type of Request: Regular (extension of
a currently approved information
collection).

Number of Respondents: 146.

Average Hours per Response: 1 hour
to designate a principal state fishery
official(s) or for a request to reinstate
authority; 80 hours for a nomination for
a Council appointment; 16 hours for
background documentation for
nominees.

Burden Hours: 4,607.

Needs and Uses: This request is for an
extension of a currently approved
information collection.

The Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act), as amended in
1996, provides for the nomination for
members of Fishery Management
Councils by state governors and Indian
treaty tribes, for the designation of a
principal state fishery official who will
perform duties under the Magnuson-
Stevens Act, and for a request by a state
for reinstatement of state authority over
a managed fishery. Nominees for

council membership must provide the
governor or tribe with background
documentation, which is then submitted
to NOAA with the nomination. The
information submitted with these
actions will be used to ensure that the
requirements of the Magnuson-Stevens
Act are being met.

Affected Public: State, local and tribal
governments.

Frequency: Annually.
Respondent’s Obligation: Mandatory.

This information collection request
may be viewed at reginfo.gov. Follow
the instructions to view Department of
Commerce collections currently under
review by OMB.

Written comments and
recommendations for the proposed
information collection should be sent
within 30 days of publication of this
notice to OIRA_Submission@
omb.eop.gov or fax to (202) 395-5806.
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Dated: December 10, 2015.
Sarah Brabson,
NOAA PRA Clearance Officer.
[FR Doc. 2015-31592 Filed 12—15-15; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648—-XE251

Takes of Marine Mammals Incidental to
Specified Activities; Taking Marine
Mammals Incidental to a Test Pile
Program

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Notice; proposed incidental
harassment authorization; request for
comments.

SUMMARY: NMFS has received a request
from the Municipality of Anchorage
(MOA), through its Port of Anchorage
(POA) department, for authorization to
take marine mammals incidental to
implementation of a Test Pile Program,
including geotechnical characterization
of pile driving sites, near its existing
facility in Anchorage, Alaska. The POA
requests that the IHA be valid for 1 year
from April 1, 2016, through March 31,
2017. Pursuant to the Marine Mammal
Protection Act (MMPA), NMFS is
requesting comments on its proposal to
issue an incidental harassment
authorization (IHA) to POA to
incidentally take marine mammals, by
Level B Harassment only, during the
specified activity.

DATES: Comments and information must
be received no later than January 15,
2016.

ADDRESSES: Comments on the
application should be addressed to Jolie
Harrison, Chief, Permits and
Conservation Division, Office of
Protected Resources, National Marine
Fisheries Service. Physical comments
should be sent to 1315 East-West
Highway, Silver Spring, MD 20910 and
electronic comments should be sent to
ITP.Pauline@noaa.gov.

Instructions: NMFS is not responsible
for comments sent by any other method,
to any other address or individual, or
received after the end of the comment
period. Comments received
electronically, including all
attachments, must not exceed a 25-
megabyte file size. Attachments to
electronic comments will be accepted in
Microsoft Word or Excel or Adobe PDF

file formats only. All comments
received are a part of the public record
and will generally be posted to the
Internet at http://www.nmfs.noaa.gov/
pr/permits/incidental/construction.htm
without change. All personal identifying
information (e.g., name, address)
voluntarily submitted by the commenter
may be publicly accessible. Do not
submit confidential business
information or otherwise sensitive or
protected information.

FOR FURTHER INFORMATION CONTACT:
Robert Pauline, Office of Protected
Resources, NMFS, (301) 427—8401.

SUPPLEMENTARY INFORMATION:
Availability

An electronic copy of POA’s
application and supporting documents,
as well as a list of the references cited
in this document, may be obtained by
visiting the Internet at: http://
www.nmfs.noaa.gov/pr/permits/
incidental/construction.htm. In case of
problems accessing these documents,
please call the contact listed above.

Background

Sections 101(a)(5)(A) and (D) of the
MMPA (16 U.S.C. 1361 et seq.) direct
the Secretary of Commerce to allow,
upon request, the incidental, but not
intentional, taking of small numbers of
marine mammals by U.S. citizens who
engage in a specified activity (other than
commercial fishing) within a specified
geographical region if certain findings
are made and either regulations are
issued or, if the taking is limited to
harassment, a notice of a proposed
authorization is provided to the public
for review.

An authorization for incidental
takings shall be granted if NMFS finds
that the taking will have a negligible
impact on the species or stock(s), will
not have an unmitigable adverse impact
on the availability of the species or
stock(s) for subsistence uses (where
relevant), and if the permissible
methods of taking and requirements
pertaining to the mitigation, monitoring
and reporting of such takings are set
forth. NMFS has defined “negligible
impact” in 50 CFR 216.103 as “an
impact resulting from the specified
activity that cannot be reasonably
expected to, and is not reasonably likely
to, adversely affect the species or stock
through effects on annual rates of
recruitment or survival.”

Except with respect to certain
activities not pertinent here, the MMPA
defines “harassment” as: Any act of
pursuit, torment, or annoyance which (i)
has the potential to injure a marine
mammal or marine mammal stock in the

wild [Level A harassment]; or (ii) has
the potential to disturb a marine
mammal or marine mammal stock in the
wild by causing disruption of behavioral
patterns, including, but not limited to,
migration, breathing, nursing, breeding,
feeding, or sheltering [Level B
harassment].

Summary of Request

On February 15, 2015, NMFS received
an application from POA for the taking
of marine mammals incidental to
conducting a Test Pile Program as part
of the Anchorage Port Modernization
Project (APMP). POA submitted a
revised application on November 23,
2015. NMFS determined that the
application was adequate and complete
on November 30, 2015. POA proposes to
install a total of 10 test piles as part of
a Test Pile Program to support the
design of the Anchorage Port
Modernization Project (APMP) in
Anchorage, Alaska. The Test Pile
Program will also be integrated with a
hydroacoustic monitoring program to
obtain data that can be used to evaluate
potential environmental impacts and
meet permit requirements. All pile
driving is expected to be completed by
July 1, 2016. However, to accommodate
unexpected project delays and other
unforeseeable circumstances, the
requested and proposed IHA period for
the Test Pile Program is for the 1-year
period from April 1, 2016, to March 31,
2017. Subsequent incidental take
authorizations will be required to cover
pile driving under actual construction
associated with the APMP. Construction
is anticipated to last five years.

The use of vibratory and impact pile
driving is expected to produce
underwater sound at levels that have the
potential to result in behavioral
harassment of marine mammals. Species
with the expected potential to be
present during the project timeframe
include harbor seals (Phoca vitulina),
Cook Inlet beluga whales
(Delphinapterus leucas), and harbor
porpoises (Phocoena phocoena).
Species that may be encountered
infrequently or rarely within the project
area are killer whales (Orcinus orca) and
Steller sea lions (Eumetopias jubatus).

Description of the Specified Activity
Overview

The POA is modernizing its facilities
through the APMP. Located within the
MOA on Knik Arm in upper Cook Inlet
(See Figure 1-1 in the Application), the
existing 129-acre Port facility is
currently operating at or above
sustainable practicable capacity for the
various types of cargo handled at the


http://www.nmfs.noaa.gov/pr/permits/incidental/construction.htm
http://www.nmfs.noaa.gov/pr/permits/incidental/construction.htm
http://www.nmfs.noaa.gov/pr/permits/incidental/construction.htm
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http://www.nmfs.noaa.gov/pr/permits/incidental/construction.htm
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facility. The existing infrastructure and
support facilities were largely
constructed in the 1960s. They are
substantially past their design life, have
degraded to levels of marginal safety,
and are in many cases functionally
obsolete, especially in regards to seismic
design criteria and condition. The
APMP will include construction of new
pile-supported wharves and trestles to
the south and west of the existing
terminals, with a planned design life of
75 years.

An initial step in the APMP is
implementation of a Test Pile Program,
the proposed action for this IHA
application. The POA proposes to
install a total of 10 test piles at the POA
as part of a Test Pile Program to support
the design of the APMP. The Test Pile
Program will also be integrated with a
hydroacoustic monitoring program to
obtain data that can be used to evaluate
potential environmental impacts and
meet permit requirements. Proposed
activities included as part of the Test
Pile Program with potential to affect
marine mammals within the waterways
adjacent to the POA include vibratory
and impact pile-driving operations in
the project area.

Dates and Duration

In-water work associated with the
APMP Test Pile Program will begin no
sooner than April 1, 2016, and will be
completed no later than March 31, 2017
(1 year following IHA issuance), but is
expected to be completed by July 1,
2016. Pile driving is expected to take
place over 25 days and include 5 hours
of vibratory driving and 17 hours of
impact driving as is shown in Table 1.
A 25 percent contingency has been
added to account for delays due to
weather or marine mammal shutdowns
resulting in an estimated 6 hours of
vibratory driving and 21 hours of impact
driving over 31 days of installation.
Restriking of some of the piles will
occur two to three weeks following
installation. Approximately 25 percent
of pile driving will be conducted via
vibratory installation, while the
remaining 75 percent of pile driving
will be conducted with impact
hammers. Although each indicator pile
test can be conducted in less than 2
hours, mobilization and setup of the
barge at the test site will require 1 to 2
days per location and could be longer
depending on terminal use. Additional

time will be required for installation of
sound attenuation measures, and for
subsequent noise-mitigation monitoring.
Hydroacoustic monitoring and
installation of resonance-based systems
or bubble curtains will likely increase
the time required to install specific
indicator pile from a few hours to a day
or more.

Within any day, the number of hours
of pile driving will vary, but will
generally be low. The number of hours
required to set a pile initially using
vibratory methods is about 30 minutes
per pile, and the number of hours of
impact driving per pile is about 1.5
hours. Vibratory driving for each test
pile will occur on ten separate days.
Impact driving could occur on any of
the 31 days depending on a number of
factors including weather delays and
unanticipated scheduling issues. On
some days, pile driving may occur only
for an hour or less as bubble curtains
and the containment frames are set up
and implemented, resonance-based
systems are installed, hydrophones are
placed, pipe segments are welded, and
other logistical requirements are
handled.

TABLE 1—CONCEPTUAL PROJECT SCHEDULE FOR TEST PILE DRIVING, INCLUDING ESTIMATED NUMBER OF HOURS AND

DAYS FOR PILE DRIVING

Number of Nuhrggresr of Number of Number of Number of Total number
Month Pile type Pile diameter iles vibrator hours, impact days of pile days of of days of pile
P drivi Y driving driving restrikes driving
riving
April-July 2016 ..... Steel pipe ............. 48”7 0OD ...ccoeeee 10 5 17 21 4 25
+ 25% contingency =
6 21 26 5 31

Notes: OD—outside diameter.

Specified Geographic Region

The Municipality of Anchorage
(MOA) is located in the lower reaches
of Knik Arm of upper Cook Inlet. The
POA sits in the industrial waterfront of
Anchorage, just south of Cairn Point and
north of Ship Creek (Latitude 61°15" N.,
Longitude 149°52" W.; Seward
Meridian). Knik Arm and Turnagain
Arm are the two branches of upper Cook
Inlet, and Anchorage is located where
the two Arms join (Figure 2—1 in the
Application).

Detailed Description of Activities
Pile Driving Operations

The POA will drive ten 48-inch steel
pipe indicator piles as part of the Test
Pile Program. Installation of the piles
will involve driving each pile with a
combination of a vibratory hammer and
an impact hammer, or with only an

impact pile hammer. It is estimated that
vibratory installation of each pile will
require approximately 30 minutes. For
impact pile driving, pile installation is
estimated to require between 80 to 100
minutes per pile, requiring 3,200 to
4,375 pile strikes. Pile driving will be
halted during installation of each pile as
additional pile sections are added.
These shutdown periods will range from
a few hours to a day in length to
accommodate welding and inspections.

During the Test Pile Program, the
contractor is expected to mobilize
cranes, tugs, and floating barges,
including one derrick barge up to 70 feet
wide x 200 feet long. These barges will
be moved into location with a tugboat.
The barge will not be grounded at any
time, but rather anchored in position
using a combination of anchor lines and
spuds (two to four, depending on the
barge). Cranes will be used to conduct

overwater work from barges, which are
anticipated to remain on-site for the
duration of the Test Pile Program.

Indicator pile-load testing involves
monitoring installation of prototype
piles as they are driven into the ground.
Ten 48-inch piles will be driven for this
test. The objective of the indicator pile
tests is to obtain representative pile
installation and capacity data near the
area of the future pier-head line. The
indicator piles will be vibrated and
impact-driven to depths of 175 feet or
more from a large derrick barge.

Indicator piles will be driven adjacent
to or shoreward of the existing wharf
face. The selected locations (Figure 1-3
in the Application) provide
representative driving conditions, and
enable hydroacoustic measurements in
water depths and locations that closely
approximate future pile production
locations.
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Each indicator pile will take
approximately 1 to 2 hours to install.
However, indicator test pile locations
may be as much as 500 feet apart.
Therefore, the time required to mobilize
equipment to drive each indicator pile
will likely limit the number of piles
driven to one, or perhaps two, per day.

Indicator piles 1 and 2, which will be
placed outside of the U.S. Army Corps
of Engineer’s dredging prism, will be cut
off at or below the mudline immediately
after being driven to their final depth.
All other piles will remain in place
throughout the APMP, with the
intention of incorporating them into the
new design if possible. If it is
determined that the former indicator
piles cannot be accommodated as APMP
construction nears completion, the piles
will be removed by cutting the piles at
or below the existing mudline. These
measures will ensure that the piles do
not interfere with dredging and POA
operations. The eight remaining
indicator piles will be allowed to settle
for two to three weeks and then will be
subjected to a maximum of 10 restrikes
each, for a total of 80 combined
restrikes. No sound attenuation
measures will be used during the
restrikes, as the actual time spent re-
striking piles will be minimal
(approximately five minutes per pile).

Geotechnical Characterization and
Schedule

The POA proposes to complete
geotechnical sampling at five overwater
locations (Figure 1-4 in the
Application) to support the design and
construction of the APMP. Exploration
equipment comprised of either a rotary
drill rig or Cone Penetrometer Test
(CPT) system will be used to perform
the geotechnical sampling. This
equipment will be located on the barge
or wharf during the explorations.
Methods used to conduct the sampling
are described in Section 1.3.2 of the
Application. In-water noise associated
with these geotechnical sampling
techniques is expected to be below
harassment levels and will not be
considered under this Authorization.

Hydroacoustic Monitoring

Sound attenuation measures will be
used to test for achieved attenuation
during pile-driving operations. The POA
plans to test attenuation associated with
the use of pile cushions, resonance-
based systems, and bubble curtains
(encapsulated or confined); however,
the currents in the project area may
preclude bubble curtain use if curtain
frames cannot be stabilized during
testing. The resonance-based sound
attenuation system is a type of system
that uses noise-canceling resonating

slats around the pile being driven to
reduce noise levels from pile driving.
The sound attenuation measures will be
applied during specific testing periods,
and then intentionally removed to allow
comparison of sound levels during the
driving of an individual pile. In this
way, the sound signature of an
individual pile can be compared with
and without an attenuation device,
avoiding the confounding factor of
differences among piles. If sound
attenuation measures cannot easily be
added and removed, then different piles
with and without sound attenuation
measures will be compared. Data
collected from sound attenuation testing
will inform future construction of the
APMP, which is planned as a multi-
project. Details of the hydroacoustic
monitoring plan are provided in the
Application.

Description of Marine Mammals in the
Area of the Specified Activity

Marine mammals most likely to be
observed within the upper Cook Inlet
Project area include harbor seals (Phoca
vitulina), beluga whales
(Delphinapterus leucas), and harbor
seals (Phocoena phocoena; NMFS
2003). Species that may be encountered
infrequently or rarely within the project
area are killer whales (Orcinus orca) and
Steller sea lions (Eumetopias jubatus;).

TABLE 2—MARINE MAMMALS IN THE PROJECT AREA

Species or DPS*

Abundance

Comments

Cook Inlet beluga whale

(Delphinapterus leucas).

Killer (Orca) whale (Orcinus orca) ..

2,347 Resident 587 Transient® .....

Occurs in the project area. Listed as Depleted under the MMPA, En-
dangered under ESA.

Occurs rarely in the project area. No special status or ESA listing.

Occurs occasionally in the project area. No special status or ESA list-

Occurs in the project area. No special status or ESA listing.
Occurs rarely within the project area. Listed as Depleted under the

Harbor porpoise (Phocoena | 31,046° .......ccccceviiriieieeeecreeeeene
phocoena). ing.

Harbor seal (Phoca vitulina) ........... 27,3869 ...

Steller sea lion (Eumetopias | 49,497© ......cccoiimiimiiieneenieeeee
jubatus).

MMPA, Endangered under ESA.

*DPS refers to distinct population segment under the ESA, and is treated as a species.

a Abundance estimate for the Cook Inlet stock.

b Abundance estimate for the Eastern North Pacific Alaska Resident stock; the estimate for the transient population is for the Gulf of Alaska,

Aleutian Islands, and Bering Sea stock.

¢ Abundance estimate for the Gulf of Alaska stock.

d Abundance estimate for the Cook Inlet/Shelikof stock.

e Abundance estimate for the Western U.S. Stock.

Sources for populations estimates: Allen and Angliss 2013, 2014, 2015.

We have reviewed POA’s detailed
species descriptions, including life
history information, for accuracy and
completeness and refer the reader to
Section 4 of POA’s application instead
of reprinting the information here.
Please also refer to NMFS’ Web site
(www.nmfs.noaa.gov/pr/species/
mammals) for generalized species
accounts.

In the species accounts provided here,
we offer a brief introduction to the

species and relevant stocks found near
POA. Table 2 presents the species and
stocks of marine mammals that occur in
Cook Inlet along with abundance
estimates and likely occurrence in the
project area.

Pinnipeds
Harbor Seal

Harbor seals range from Baja
California north along the west coasts of
Washington, Oregon, California, British

Columbia, and Southeast Alaska; west
through the Gulf of Alaska, Prince
William Sound, and the Aleutian
Islands; and north in the Bering Sea to
Cape Newenhamand the Pribilof
Islands. There are 12 recognized stocks
in Alaska. Distribution of the Cook
Inlet/Shelikof stock extends from Seal
Cape (Coal Bay) through all of upper
and lower Cook Inlet. The Cook Inlet/
Shelikof stock is estimated at 27,386
individuals (Allen and Angliss 2014).
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Harbor seals haul out on rocks, reefs,
beaches, and drifting glacial ice (Allen
and Angliss 2013). They are non-
migratory; their local movements are
associated with tides, weather, season,
food availability, and reproduction, as
well as sex and age class (Allen and
Angliss 2013; Boveng et al. 2012; Lowry
et al. 2001; Small et al. 2003).

Harbor seals inhabit the coastal and
estuarine waters of Cook Inlet and are
observed in both upper and lower Cook
Inlet throughout most of the year
(Boveng et al. 2012; Shelden et al.
2013). Recent research on satellite-
tagged harbor seals observed several
movement patterns within Cook Inlet
(Boveng et al. 2012). In the fall, a
portion of the harbor seals appeared to
move out of Cook Inlet and into Shelikof
Strait, Northern Kodiak Island, and
coastal habitats of the Alaska Peninsula.
The western coast of Cook Inlet had a
higher usage than the eastern coast
habitats, and seals generally remained
south of the Forelands if captured in
lower Cook Inlet (Boveng et al. 2012).

The presence of harbor seals in upper
Cook Inlet is seasonal. Harbor seals are
commonly observed along the Susitna
River and other tributaries within upper
Cook Inlet during eulachon and salmon
migrations (NMFS 2003). The major
haul-out sites for harbor seals are
located in lower Cook Inlet; however,
there are a few in upper Cook Inlet and
none in the vicinity of the project site
(Montgomery et al. 2007).

Harbor seals are occasionally
observed in Knik Arm and in the
vicinity of the POA, primarily near the
mouth of Ship Creek (Cornick et al.
2011; Shelden et al. 2013). During
annual marine mammal surveys
conducted by NMFS since 1994, harbor
seals have been observed in Knik Arm
and in the vicinity of the POA, however,
there are no haulouts in the immediate
area (Shelden et al. 2013).

During construction monitoring
conducted at the POA from 2005
through 2011, harbor seals were
observed from 2008 through 2011; data
were unpublished for years 2005
through 2007 (Table 4—1 in Application)
(Cornick et al. 2011; Cornick and Saxon-
Kendall 2008, 2009, 2010; Markowitz
and McGuire 2007; Prevel-Ramos et al.
2006). Monitoring took place at different
times during different years. The
months of March through December
were covered during one or more of
these survey years. Harbor seals were
documented during construction
monitoring efforts in 2008. One harbor
seal was sighted in Knik Arm on 13
September 2008, traveling north in the
vicinity of the POA. In 2009, harbor
seals were observed in the months of

May through October, with the highest
number of sightings being eight in
September (Cornick ef al. 2010; ICRC
2010a). There were no harbor seals
reported in 2010 from scientific
monitoring efforts; however, 13 were
reported from construction monitoring.
In 2011, 32 sightings of harbor seals
were reported during scientific
monitoring, with a total of 57 individual
harbor seals sighted. Harbor seals were
observed in groups of one to seven
individuals (Cornick et al. 2011). There
were only two sightings of harbor seals
during construction monitoring in 2011
(ICRC 2012).

Steller Sea Lion

Two Distinct Population Segments
(DPS) of Steller sea lions occur in
Alaska: The western and eastern DPS.
The western DPS includes animals that
occur west of Cape Suckling, Alaska,
and therefore includes individuals
within the project area. The western
DPS was listed under the ESA as
threatened in 1990, and continued
population decline resulted in a change
in listing status to endangered in 1997.
Since 2000, studies have documented a
continued decline in the population in
the central and western Aleutian
Islands; however, the population east of
Samalga Pass has increased and
potentially is stable (Allen and Angliss
2014). This includes the population that
inhabits Cook Inlet.

It is rare for Steller sea lions to be
encountered in upper Cook Inlet. Steller
sea lions have not been documented in
upper Cook Inlet during beluga whale
aerial surveys conducted annually in
June from 1994 through 2012 (Shelden
et al. 2013). During construction
monitoring in June of 2009, a Steller sea
lion was documented three times
(within the same day) at the POA and
was believed to be the same individual
each time (ICRC 2009a).

Cetaceans

Harbor Porpoise

In Alaska, harbor porpoises are
divided into three stocks: The Bering
Sea stock, the Southeast Alaska stock,
and, relevant to this proposed IHA, the
Gulf of Alaska stock. The Gulf of Alaska
stock is currently estimated at 31,046
individuals (Allen and Angliss 2014).
NMFS suggests that a finer division of
stocks is likely in Alaska (Allen and
Angliss 2014). Dahlheim et al. (2000)
estimated abundance and density of
harbor porpoises in Cook Inlet from
surveys conducted in the early 1990s.
The estimated density of animals in
Cook Inlet was 7.2 per 1,000 (km2), with
an abundance estimate of 136

(Dahlheim et al., 2000), indicating that
only a small number use Cook Inlet.
Hobbs and Waite (2010) estimated a
harbor porpoise density in Cook Inlet of
13 per 1,000 km? from aerial beluga
whale surveys in the late 1990s.

Harbor porpoises occur in both upper
and lower Cook Inlet. Small numbers of
harbor porpoises have been consistently
reported in the upper Cook Inlet
between April and October. Several
recent studies document monthly
counts of harbor porpoises. Across these
studies, the largest number of porpoises
observed per month ranged from 12 to
129 animals, although the latter count is
considered atypical. Highest monthly
counts include 17 harbor porpoises
reported for spring through fall 2006 by
Prevel-Ramos et al. (2008), 14 for spring
of 2007 by Brueggeman et al. (2007), 12
for fall of 2007 by Brueggeman et al.
(2008a), and 129 for spring through fall
in 2007 by Prevel-Ramos et al. (2008)
between Granite Point and the Susitna
River during 2006 and 2007; the reason
for the spike in numbers (129) of harbor
porpoises in the upper Cook Inlet is
unclear and quite disparate with results
of past surveys, suggesting it may be an
anomaly. In the 2006 survey only three
harbor porpoises were sighted during
that month. The spike occurred in July,
which was followed by sightings of 79
harbor porpoises in August, 78 in
September, and 59 in October in 2007.
The number of porpoises counted more
than once was unknown, suggesting the
actual numbers are likely smaller than
reported.

Harbor porpoises have been detected
during passive acoustic monitoring
efforts throughout Cook Inlet, with
detection rates being especially
prevalent in lower Cook Inlet. In 2009,
harbor porpoises were documented by
using passive acoustic monitoring in
upper Cook Inlet at the Beluga River and
Cairn Point (Small 2009, 2010).

Harbor porpoises have been observed
within Knik Arm during monitoring
efforts since 2005. During POA
construction from 2005 through 2011,
harbor porpoises were reported in 2009,
2010, and 2011 (Cornick and Saxon-
Kendall 2008, 2009, 2010; Cornick et al.
2011; Markowitz and McGuire 2007;
Prevel-Ramos et al. 2006). In 2009, a
total of 20 harbor porpoises were
observed during construction
monitoring with sightings occurring in
June, July, August, October, and
November. Harbor porpoises were
observed twice in 2010, once in July and
again in August. In 2011, POA
monitoring efforts documented harbor
porpoises five times with a total of six
individuals in August, October, and
November at the POA (Cornick et al.
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2011). During other monitoring efforts
conducted in Knik Arm, there were four
sightings of harbor porpoises in Knik
Arm in 2005 (Shelden et al. 2014) and

a single harbor porpoise was observed
within the vicinity of the POA in
October 2007 (URS 2008).

Killer Whale

The population of the Eastern North
Pacific Alaska Resident stock of killer
whales contains an estimated 2,347
animals and the Gulf of Alaska,
Aleutian Islands, and Bering Sea
Transient Stock includes 587 animals
(Allen and Angliss, 2014). Numbers of
killer whales in Cook Inlet are small
compared to the overall population, and
most are recorded in lower Cook Inlet.

Resident killer whales are primarily
fish-eaters, while transients consume
marine mammals. Both are occasionally
found in Cook Inlet, where transient
killer whales are known to feed on
beluga whales, and resident killer
whales are known to feed on
anadromous fish (Shelden et al. 2003).

Killer whales are rare in upper Cook
Inlet, and the availability of prey species
largely determines the likeliest times for
killer whales to be in the area. Killer
whales have been sighted in lower Cook
Inlet 17 times, with a total of 70 animals
between 1993 and 2012 during beluga
whale aerial surveys (Shelden et al.
2013); no killer whales were observed in
upper Cook Inlet. Surveys over 20 years
by Shelden et al. (2003) documented an
increase in sightings and strandings in
upper Cook Inlet beginning in the early
1990s. Several of these sightings and
strandings report killer whale predation
on beluga whales. Passive acoustic
monitoring efforts throughout Cook Inlet
documented killer whales at Beluga
River, Kenai River, and Homer Spit.
They were not encountered at any
mooring within the Knik Arm. These
detections were likely resident (fish-
eating) killer whales. Transient killer
whales (marine-mammal eating) were
not believed to have been detected due
to their propensity to move quietly
through waters to track prey (Lammers
et al. 2013; Small 2010).

No killer whales were spotted during
surveys in 2004 and 2005 by Funk et al.
(2005), or Ireland et al. (2005).
Similarly, none were sighted in 2007 or
2008 by Brueggeman et al. (2007, 2008a,
2008b). Killer whales have also not been
documented during any POA
construction or scientific monitoring
(Cornick and Pinney 2011; Cornick and
Saxon-Kendall 2008; Cornick et al.
2010, 2011; ICRC 2009a, 2010a, 2011a,
2012; Markowitz and McGuire 2007;
Prevel-Ramos et al. 2006). Very few
killer whales, if any, are expected to

approach or be in the vicinity of the
project area.

Beluga Whale

Beluga whales appear seasonally
throughout much of Alaska, except in
the Southeast region and the Aleutian
Islands. Five stocks are recognized in
Alaska: Beaufort Sea stock, eastern
Chukchi Sea stock, eastern Bering Sea
stock, Bristol Bay stock, and Cook Inlet
stock (Allen and Angliss 2014). The
Cook Inlet stock is the most isolated of
the five stocks, since it is separated from
the others by the Alaska Peninsula and
resides year round in Cook Inlet (Laidre
et al. 2000). Only the Cook Inlet stock
inhabits the project area.

The Cook Inlet beluga whale Distinct
Population Segment (DPS) is genetically
(mtDNA) distinct from other Alaska
populations suggesting the Peninsula is
an effective barrier to genetic exchange
(O’Corry-Crowe et al. 1997) and that
these whales may have been separated
from other stocks at least since the last
ice age. Laidre et al. (2000) examined
data from more than 20 marine mammal
surveys conducted in the northern Gulf
of Alaska and found that sightings of
belugas outside Cook Inlet were
exceedingly rare, and these were
composed of a few stragglers from the
Cook Inlet DPS observed at Kodiak
Island, Prince William Sound, and
Yakutat Bay. Several marine mammal
surveys specific to Cook Inlet (Laidre et
al. 2000, Speckman and Piatt 2000),
including those that concentrated on
beluga whales (Rugh et al. 2000, 2005a),
clearly indicate that this stock largely
confines itself to Cook Inlet. There is no
indication that these whales make
forays into the Bering Sea where they
might intermix with other Alaskan
stocks.

The Cook Inlet beluga DPS was
originally estimated at 1,300 whales in
1979 (Calkins 1989) and has been the
focus of management concerns since
experiencing a dramatic decline in the
1990s. Between 1994 and 1998 the stock
declined 47 percent which was
attributed to overharvesting by
subsistence hunting. Subsistence
hunting was estimated to annually
remove 10 to 15 percent of the
population during this period. Only five
belugas have been harvested since 1999,
yet the population has continued to
decline, with the most recent estimate at
only 312 animals (Allen and Angliss
2014). NMFS listed the population as
“depleted” in 2000 as a consequence of
the decline, and as “‘endangered”” under
the Endangered Species Act (ESA) in
2008 after the population failed to show
signs of recovery following a
moratorium on subsistence harvest.

In April 2011, NMFS designated
critical habitat for the beluga under the
ESA (Figure 4-7 in the Application).
NMFS designated two areas of critical
habitat for beluga whales in Inlet. The
designation includes 7,800 km2 (3,013
mi2) of marine and estuarine habitat
within Cook Inlet, encompassing
approximately 1,909 km? (738 mi?) in
Area 1 and 5,891 km2 (2,275 mi2) in
Area 2. From spring through fall, Area
1critical habitat has the highest
concentration of beluga whales with
important foraging and calving habitat.
Area 2 critical habitat has a lower
concentration of beluga whales in the
spring and summer, but is used by
belugas in the fall and winter. Critical
habitat does not include two areas of
military usage, the Eagle River Flats
Range on Fort Richardson and military
lands of JBER between Mean Higher
High Water and Mean High Water.
Additionally, the POA, the adjacent
navigation channel, and the turning
basin were excluded from critical
habitat designation due to national
security reasons (76 FR 20180).

NMFS’ Final Conservation Plan for
the Cook Inlet beluga whale
characterized the relative value of four
habitats as part of the management and
recovery strategy (NMFS 2008a). These
are sites where beluga whales are most
consistently observed, where feeding
behavior has been documented, and
where dense numbers of whales occur
within a relatively confined area of the
inlet. Type 1 Habitat is termed ‘“High
Value/High Sensitivity”” and includes
what NMFS believes to be the most
important and sensitive areas of the
Cook Inlet for beluga whales. Type 2
Habitat is termed “High Value” and
includes summer feeding areas and
winter habitats in waters where whales
typically occur in lesser densities or in
deeper waters. Type 3 Habitat occurs in
the offshore areas of the mid and upper
inlet and also includes wintering
habitat. Type 4 Habitat describes the
remaining portions of the range of these
whales within Cook Inlet.

The habitat that will be directly
impacted from Test Pile activities at the
POA is considered Type 1 Habitat,
although it lies within the zone that was
excluded from any critical habitat
designation.

A number of studies have been
conducted on the distribution of beluga
whales in upper Cook Inlet including
NMEFS aerial surveys; NMFS data from
satellite-tagged belugas (Hobbs et al.
2005); opportunistic sightings; baseline
studies of beluga whale occurrence in
Knik Arm conducted for the Knik Arm
Bridge and Toll Authority (KABATA)
(Funk et al. 2005); baseline studies of



Federal Register/Vol. 80, No. 241/ Wednesday, December 16, 2015/ Notices

78181

beluga whale occurrence in Turnagain
Arm conducted in preparation for
Seward Highway improvements
(Markowitz et al. 2007); marine
mammal surveys conducted at Ladd
Landing to assess a coal shipping
project (Prevel-Ramos et al. 2008);
marine mammal surveys off Granite
Point, the Beluga River, and farther
south in the inlet at North Ninilchik
(Brueggeman et al. 2007, 2008a, 2008b);
passive acoustic monitoring surveys
throughout Cook Inlet (Lammers et al.
2013); JBER observations conducted
within Eagle Bay and Eagle River (U.S.
Army Garrison Fort Richardson 2009);
and the scientific and construction
monitoring program at the POA
(Cornick and Pinney 2011, Cornick and
Saxon-Kendall 2007, 2008; Cornick et
al. 2010, Cornick et al. 2011; ICRC
2009a, 2010a, 2011a, 2012; Markowitz
and McGuire 2007; Prevel-Ramos et al.
2006). These data have provided a
relatively good picture of the
distribution and occurrence of beluga
whales in upper Cook Inlet, particularly
in lower Knik Arm and the project area.
Findings of these studies are presented
in detail in Section 4.5 in the
Application.

The POA conducted a NMFS-
approved monitoring program for beluga
whales and other marine mammals
focused on the POA area from 2005 to
2011 as part of their permitting
requirements for the Marine Terminal
Redevelopment Project (MTRP) (Table
4-6 in Application). Scientific
monitoring was initiated in 2005 and
was conducted by LGL Limited (LGL) in
2005 and 2006 (Markowitz and McGuire
2007; Prevel-Ramos et al. 2006). Alaska
Pacific University (APU) resumed
scientific monitoring in 2007 (Cornick
and Saxon-Kendall 2008) and continued
monitoring each year through 2011.
Additionally, construction monitoring
occurred during in-water construction
work.

Data on beluga whale sighting rates,
grouping, behavior, and movement
indicate that the POA is a relatively
low-use area, occasionally visited by
lone whales or small groups of whales.
They are observed most often at low tide
in the fall, peaking in late August to
early September. Although groups with
calves have been observed to enter the
POA area, data do not suggest that the
area is an important nursery area.

Although the POA scientific
monitoring studies indicate that the area
is not used frequently by many beluga
whales, it is apparently used for
foraging habitat by whales traveling
between lower and upper Knik Arm, as
individuals and groups of beluga whales
have been observed passing through the

area each year during monitoring efforts
(Table 4-7 in Application). In all years,
diving and traveling were the most
common behaviors observed, with many
instances of confirmed feeding. Sighting
rates at the POA ranged from 0.05 to 0.4
whales per hour (Cornick and Saxon-
Kendall 2008; Cornick et al. 2011;
Markowitz and McGuire 2007; Prevel-
Ramos et al. 2006), as compared to three
to five whales per hour at Eklutna, 20

to 30 whales per hour at Birchwood,
and three to eight whales per hour at
Cairn Point (Funk et al. 2005),
indicating that these areas are of higher
use than the POA.

Data collected annually during
monitoring efforts demonstrated that
few beluga whales were observed in July
and early August; numbers of sightings
increased in mid- August, with the
highest numbers observed late August to
mid-September. In all years, beluga
whales have been observed to enter the
project footprint while construction
activities were taking place, including
pile driving and dredging. The most
commonly observed behaviors were
traveling, diving, and suspected feeding.
No apparent behavioral changes or
reactions to in-water construction
activities were observed by either the
construction or scientific observers
(Cornick et al. 2011).

Potential Effects of the Specified
Activity on Marine Mammals and Their
Habitat

This section includes a summary and
discussion of the ways that stressors,
(e.g. pile driving,) and potential
mitigation activities, associated with the
proposed POA Test Pile Program may
impact marine mammals and their
habitat. The “Estimated Take by
Incidental Harassment” section later in
this document will include a
quantitative analysis of the number of
individuals that are expected to be taken
by this activity. The “Negligible Impact
Analysis” section will include the
analysis of how this specific activity
will impact marine mammals and will
consider the content of this section, the
“Estimated Take by Incidental
Harassment” section, and the “Proposed
Mitigation” section to draw conclusions
regarding the likely impacts of this
activity on the reproductive success or
survivorship of individuals and from
that on the affected marine mammal
populations or stocks. In the following
discussion, we provide general
background information on sound and
marine mammal hearing before
considering potential effects to marine
mammals from sound produced by pile
driving.

Description of Sound Sources

Sound travels in waves, the basic
components of which are frequency,
wavelength, velocity, and amplitude.
Frequency is the number of pressure
waves that pass by a reference point per
unit of time and is measured in hertz
(Hz) or cycles per second. Wavelength is
the distance between two peaks of a
sound wave; lower frequency sounds
have longer wavelengths than higher
frequency sounds and attenuate
(decrease) more rapidly in shallower
water. Amplitude is the height of the
sound pressure wave or the ‘loudness’
of a sound and is typically measured
using the decibel (dB) scale. A dB is the
ratio between a measured pressure (with
sound) and a reference pressure (sound
at a constant pressure, established by
scientific standards). It is a logarithmic
unit that accounts for large variations in
amplitude; therefore, relatively small
changes in dB ratings correspond to
large changes in sound pressure. When
referring to sound pressure levels (SPLs;
the sound force per unit area), sound is
referenced in the context of underwater
sound pressure to 1 microPascal (uPa).
One pascal is the pressure resulting
from a force of one newton exerted over
an area of one square meter. The source
level (SL) represents the sound level at
a distance of 1 m from the source
(referenced to 1 uPa). The received level
is the sound level at the listener’s
position. Note that all underwater sound
levels in this document are referenced
to a pressure of 1 uPa and all airborne
sound levels in this document are
referenced to a pressure of 20 uPa.

Root mean square (rms) is the
quadratic mean sound pressure over the
duration of an impulse. Rms is
calculated by squaring all of the sound
amplitudes, averaging the squares, and
then taking the square root of the
average (Urick, 1983). Rms accounts for
both positive and negative values;
squaring the pressures makes all values
positive so that they may be accounted
for in the summation of pressure levels
(Hastings and Popper, 2005). This
measurement is often used in the
context of discussing behavioral effects,
in part because behavioral effects,
which often result from auditory cues,
may be better expressed through
averaged units than by peak pressures.

When underwater objects vibrate or
activity occurs, sound-pressure waves
are created. These waves alternately
compress and decompress the water as
the sound wave travels. Underwater
sound waves radiate in all directions
away from the source (similar to ripples
on the surface of a pond), except in
cases where the source is directional.
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The compressions and decompressions
associated with sound waves are
detected as changes in pressure by
aquatic life and man-made sound
receptors such as hydrophones.

Even in the absence of sound from the
specified activity, the underwater
environment is typically loud due to
ambient sound. Ambient sound is
defined as environmental background
sound levels lacking a single source or
point (Richardson ef al., 1995), and the
sound level of a region is defined by the
total acoustical energy being generated
by known and unknown sources. These
sources may include physical (e.g.,
waves, earthquakes, ice, atmospheric
sound), biological (e.g., sounds
produced by marine mammals, fish, and
invertebrates), and anthropogenic sound
(e.g., vessels, dredging, aircraft,
construction). A number of sources
contribute to ambient sound, including
the following (Richardson ef al., 1995):

e Wind and waves: The complex
interactions between wind and water
surface, including processes such as
breaking waves and wave-induced
bubble oscillations and cavitation, are a
main source of naturally occurring
ambient noise for frequencies between
200 Hz and 50 kHz (Mitson, 1995). In
general, ambient sound levels tend to

increase with increasing wind speed
and wave height. Surf noise becomes
important near shore, with
measurements collected at a distance of
8.5 km from shore showing an increase
of 10 dB in the 100 to 700 Hz band
during heavy surf conditions.

e Precipitation: Sound from rain and
hail impacting the water surface can
become an important component of total
noise at frequencies above 500 Hz, and
possibly down to 100 Hz during quiet
times.

¢ Biological: Marine mammals can
contribute significantly to ambient noise
levels, as can some fish and shrimp. The
frequency band for biological
contributions is from approximately 12
Hz to over 100 kHz.

e Anthropogenic: Sources of ambient
noise related to human activity include
transportation (surface vessels and
aircraft), dredging and construction, oil
and gas drilling and production, seismic
surveys, sonar, explosions, and ocean
acoustic studies. Shipping noise
typically dominates the total ambient
noise for frequencies between 20 and
300 Hz. In general, the frequencies of
anthropogenic sounds are below 1 kHz
and, if higher frequency sound levels
are created, they attenuate rapidly
(Richardson et al., 1995). Sound from

identifiable anthropogenic sources other
than the activity of interest (e.g., a
passing vessel) is sometimes termed
background sound, as opposed to
ambient sound.

The sum of the various natural and
anthropogenic sound sources at any
given location and time—which
comprise “ambient” or “background”
sound—depends not only on the source
levels (as determined by current
weather conditions and levels of
biological and shipping activity) but
also on the ability of sound to propagate
through the environment. In turn, sound
propagation is dependent on the
spatially and temporally varying
properties of the water column and sea
floor, and is frequency-dependent. As a
result of the dependence on a large
number of varying factors, ambient
sound levels can be expected to vary
widely over both coarse and fine spatial
and temporal scales. Sound levels at a
given frequency and location can vary
by 10-20 dB from day to day
(Richardson et al., 1995). The result is
that, depending on the source type and
its intensity, sound from the specified
activity may be a negligible addition to
the local environment or could form a
distinctive signal that may affect marine
mammals.

TABLE 3—REPRESENTATIVE SOUND LEVELS OF ANTHROPOGENIC SOURCES

Sound source

Underwater sound

Frequency range
(Hz) level

Reference

Small vessels

Tug docking gravel barge

Vibratory driving of 72-in steel pipe pile .

Impact driving of 36-in steel pipe pile

Impact driving of 66-in cast-in-steel-shell
(CISS) pile.

250-1,000 ....cceeevinnnnn 151dBrmsat1m ...
200-1,000 .......cceeuueees 149 dB rms at 100 m

10-1,500 .... 180dBrmsat10m ...
10-1,500 .... 195dB rmsat 10 m ...
10-1,500 ..ovvveeeeinns 195dBrmsat10m ...

Richardson et al., 1995.

Blackwell and Greene, 2002.

Reyff, 2007.

Laughlin, 2007.

Reviewed in Hastings and Popper, 2005.

There are two general categories of
sound types: Impulse and non-pulse.
Vibratory pile driving is considered to
be continuous or non-pulsed while
impact pile driving is considered to be
an impulse or pulsed sound type. The
distinction between these two sound
types is important because they have
differing potential to cause physical
effects, particularly with regard to
hearing (e.g., Ward, 1997 in Southall et
al., 2007). Please see Southall et al.,
(2007) for an in-depth discussion of
these concepts.

Pulsed sound sources (e.g.,
explosions, gunshots, sonic booms,
impact pile driving) produce signals
that are brief (typically considered to be
less than one second), broadband, atonal
transients (ANSI, 1986; Harris, 1998;
NIOSH, 1998; ISO, 2003; ANSI, 2005)
and occur either as isolated events or

repeated in some succession. Pulsed
sounds are all characterized by a
relatively rapid rise from ambient
pressure to a maximal pressure value
followed by a rapid decay period that
may include a period of diminishing,
oscillating maximal and minimal
pressures, and generally have an
increased capacity to induce physical
injury as compared with sounds that
lack these features.

Non-pulsed sounds can be tonal,
narrowband, or broadband, brief or
prolonged, and may be either
continuous or non-continuous (ANSI,
1995; NIOSH, 1998). Some of these non-
pulsed sounds can be transient signals
of short duration but without the
essential properties of pulses (e.g., rapid
rise time). Examples of non-pulsed
sounds include those produced by
vessels, aircraft, machinery operations

such as drilling or dredging, vibratory
pile driving, and active sonar systems
(such as those used by the U.S. Navy).
The duration of such sounds, as
received at a distance, can be greatly
extended in a highly reverberant
environment.

The likely or possible impacts of the
proposed Test Pile Program on marine
mammals could involve both non-
acoustic and acoustic stressors.
Potential non-acoustic stressors could
result from the physical presence of the
equipment and personnel. Any impacts
to marine mammals, however, are
expected to primarily be acoustic in
nature.

Marine Mammal Hearing

Hearing is the most important sensory
modality for marine mammals, and
exposure to sound can have deleterious
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effects. To appropriately assess these
potential effects, it is necessary to
understand the frequency ranges marine
mammals are able to hear. Current data
indicate that not all marine mammal
species have equal hearing capabilities
(e.g., Richardson et al., 1995; Wartzok
and Ketten, 1999; Au and Hastings,
2008). To reflect this, Southall et al.
(2007) recommended that marine
mammals be divided into functional
hearing groups based on measured or
estimated hearing ranges on the basis of
available behavioral data, audiograms
derived using auditory evoked potential
techniques, anatomical modeling, and
other data. The lower and/or upper
frequencies for some of these functional
hearing groups have been modified from
those designated by Southall et al.
(2007). The functional groups and the
associated frequencies are indicated
below (note that these frequency ranges
do not necessarily correspond to the
range of best hearing, which varies by
species):

¢ Low-frequency cetaceans
(mysticetes): Functional hearing is
estimated to occur between
approximately 7 Hz and 25 kHz
(extended from 22 kHz; Watkins, 1986;
Au et al., 2006; Lucifredi and Stein,
2007; Ketten and Mountain, 2009;
Tubelli et al., 2012);

e Mid-frequency cetaceans (larger
toothed whales, beaked whales, and
most delphinids): Functional hearing is
estimated to occur between
approximately 150 Hz and 160 kHz;

¢ High-frequency cetaceans
(porpoises, river dolphins, and members
of the genera Kogia and
Cephalorhynchus; now considered to
include two members of the genus
Lagenorhynchus on the basis of recent
echolocation data and genetic data
[May-Collado and Agnarsson, 2006;
Kyhn et al. 2009, 2010; Tougaard et al.
2010]): Functional hearing is estimated
to occur between approximately 200 Hz
and 180 kHz; and

¢ Pinnipeds in water: Functional
hearing is estimated to occur between
approximately 75 Hz to 100 kHz for
Phocidae (true seals) and between 100
Hz and 48 kHz for Otariidae (eared
seals), with the greatest sensitivity
between approximately 700 Hz and 20
kHz. The pinniped functional hearing
group was modified from Southall et al.
(2007) on the basis of data indicating
that phocid species have consistently
demonstrated an extended frequency
range of hearing compared to otariids,
especially in the higher frequency range
(Hemila et al., 2006; Kastelein et al.,
2009; Reichmuth et al., 2013).

Of the three cetacean species likely to
occur in the proposed project area and

for which take is requested, two are
classified as mid-frequency cetaceans
(i.e., killer whale, beluga whale), and
one is classified as a high-frequency
cetacean (i.e., harbor porpoise) (Southall
et al., 2007). Additionally, harbor seals
are classified as members of the phocid
pinnipeds in-water functional hearing
group while Steller sea lions are
grouped under the Otariid pinnipeds in-
water functional hearing group.

Acoustic Impacts

Potential Effects of Pile Driving
Sound—The effects of sounds from pile
driving might result in one or more of
the following: Temporary or permanent
hearing impairment, non-auditory
physical or physiological effects,
behavioral disturbance, and masking
(Richardson et al., 1995; Gordon et al.,
2004; Nowacek et al., 2007; Southall et
al., 2007). The effects of pile driving on
marine mammals are dependent on
several factors, including the size, type,
and depth of the animal; the depth,
intensity, and duration of the pile
driving sound; the depth of the water
column; the substrate of the habitat; the
standoff distance between the pile and
the animal; and the sound propagation
properties of the environment. Impacts
to marine mammals from pile driving
activities are expected to result
primarily from acoustic pathways. As
such, the degree of effect is intrinsically
related to the received level and
duration of the sound exposure, which
are in turn influenced by the distance
between the animal and the source. The
further away from the source, the less
intense the exposure should be. The
substrate and depth of the habitat affect
the sound propagation properties of the
environment. Shallow environments are
typically more structurally complex,
which leads to rapid sound attenuation.
In addition, substrates that are soft (e.g.,
sand) would absorb or attenuate the
sound more readily than hard substrates
(e.g., rock) which may reflect the
acoustic wave. Soft porous substrates
would also likely require less time to
drive the pile, and possibly less forceful
equipment, which would ultimately
decrease the intensity of the acoustic
source.

In the absence of mitigation, impacts
to marine species would be expected to
result from physiological and behavioral
responses to both the type and strength
of the acoustic signature (Viada et al.,
2008). The type and severity of
behavioral impacts are more difficult to
document due to limited studies
addressing the behavioral effects of
impulse sounds on marine mammals.
Potential effects from impulse sound
sources can range in severity from

effects such as behavioral disturbance or
tactile perception to physical
discomfort, slight injury of the internal
organs and the auditory system, or
mortality (Yelverton et al., 1973).

Hearing Impairment and Other
Physical Effects—Marine mammals
exposed to high intensity sound
repeatedly or for prolonged periods can
experience hearing threshold shift (TS),
which is the loss of hearing sensitivity
at certain frequency ranges (Kastak et
al., 1999; Schlundt et al., 2000;
Finneran et al., 2002, 2005). TS can be
permanent (PTS), in which case the loss
of hearing sensitivity is not recoverable,
or temporary (TTS), in which case the
animal’s hearing threshold would
recover over time (Southall et al., 2007).
Marine mammals depend on acoustic
cues for vital biological functions, (e.g.,
orientation, communication, finding
prey, avoiding predators); thus, TTS
may result in reduced fitness in survival
and reproduction. However, this
depends on the frequency and duration
of TTS, as well as the biological context
in which it occurs. TTS of limited
duration, occurring in a frequency range
that does not coincide with that used for
recognition of important acoustic cues,
would have little to no effect on an
animal’s fitness. Repeated sound
exposure that leads to TTS could cause
PTS. PTS constitutes injury, but TTS
does not (Southall et al., 2007). The
following subsections discuss in
somewhat more detail the possibilities
of TTS, PTS, and non-auditory physical
effects.

Temporary Threshold Shift—TTS is
the mildest form of hearing impairment
that can occur during exposure to a
strong sound (Kryter, 1985). While
experiencing TTS, the hearing threshold
rises, and a sound must be stronger in
order to be heard. In terrestrial
mammals, TTS can last from minutes or
hours to days (in cases of strong TTS).
For sound exposures at or somewhat
above the TTS threshold, hearing
sensitivity in both terrestrial and marine
mammals recovers rapidly after
exposure to the sound ends. Few data
on sound levels and durations necessary
to elicit mild TTS have been obtained
for marine mammals, and none of the
published data concern TTS elicited by
exposure to multiple pulses of sound.
Available data on TTS in marine
mammals are summarized in Southall et
al. (2007).

Given the available data, the received
level of a single pulse (with no
frequency weighting) might need to be
approximately 186 dB re 1 pPa2-s (i.e.,
186 dB sound exposure level [SEL] or
approximately 221-226 dB p-p [peak])
in order to produce brief, mild TTS.
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Exposure to several strong pulses that
each have received levels near 190 dB
rms (175-180 dB SEL) might result in
cumulative exposure of approximately
186 dB SEL and thus slight TTS in a
small odontocete, assuming the TTS
threshold is (to a first approximation) a
function of the total received pulse
energy.

The above TTS information for
odontocetes is derived from studies on
the bottlenose dolphin (Tursiops
truncatus) and beluga whale. There is
no published TTS information for other
species of cetaceans. However,
preliminary evidence from a harbor
porpoise exposed to pulsed sound
suggests that its TTS threshold may
have been lower (Lucke et al., 2009). As
summarized above, data that are now
available imply that TTS is unlikely to
occur unless odontocetes are exposed to
pile driving pulses stronger than 180 dB
re 1 uPa rms.

Permanent Threshold Shift—When
PTS occurs, there is physical damage to
the sound receptors in the ear. In severe
cases, there can be total or partial
deafness, while in other cases the
animal has an impaired ability to hear
sounds in specific frequency ranges
(Kryter, 1985). There is no specific
evidence that exposure to pulses of
sound can cause PTS in any marine
mammal. However, given the possibility
that mammals close to a sound source
can incur TTS, it is possible that some
individuals might incur PTS. Single or
occasional occurrences of mild TTS are
not indicative of permanent auditory
damage, but repeated or (in some cases)
single exposures to a level well above
that causing TTS onset might elicit PTS.

Relationships between TTS and PTS
thresholds have not been studied in
marine mammals but are assumed to be
similar to those in humans and other
terrestrial mammals, based on
anatomical similarities. PTS might
occur at a received sound level at least
several decibels above that inducing
mild TTS if the animal were exposed to
strong sound pulses with rapid rise
time. Based on data from terrestrial
mammals, a precautionary assumption
is that the PTS threshold for impulse
sounds (such as pile driving pulses as
received close to the source) is at least
6 dB higher than the TTS threshold on
a peak-pressure basis and probably
greater than 6 dB (Southall et al., 2007).
On an SEL basis, Southall et al. (2007)
estimated that received levels would
need to exceed the TTS threshold by at
least 15 dB for there to be risk of PTS.
Thus, for cetaceans, Southall et al.
(2007) estimate that the PTS threshold
might be an M-weighted SEL (for the
sequence of received pulses) of

approximately 198 dB re 1 pPa2-s (15 dB
higher than the TTS threshold for an
impulse). Given the higher level of
sound necessary to cause PTS as
compared with TTS, it is considerably
less likely that PTS could occur.

Although no marine mammals have
been shown to experience TTS or PTS
as a result of being exposed to pile
driving activities, captive bottlenose
dolphins and beluga whales exhibited
changes in behavior when exposed to
strong pulsed sounds (Finneran et al.,
2000, 2002, 2005). The animals tolerated
high received levels of sound before
exhibiting aversive behaviors.
Experiments on a beluga whale showed
that exposure to a single watergun
impulse at a received level of 207 kPa
(30 psi) p-p, which is equivalent to 228
dB p-p, resulted ina 7 and 6 dB TTS
in the beluga whale at 0.4 and 30 kHz,
respectively. Thresholds returned to
within 2 dB of the pre-exposure level
within four minutes of the exposure
(Finneran et al., 2002). Although the
source level of pile driving from one
hammer strike is expected to be much
lower than the single watergun impulse
cited here, animals being exposed for a
prolonged period to repeated hammer
strikes could receive more sound
exposure in terms of SEL than from the
single watergun impulse (estimated at
188 dB re 1 pPa2-s) in the
aforementioned experiment (Finneran et
al., 2002). However, in order for marine
mammals to experience TTS or PTS, the
animals have to be close enough to be
exposed to high intensity sound levels
for a prolonged period of time. Based on
the best scientific information available,
these SPLs are far below the thresholds
that could cause TTS or the onset of
PTS.

Non-auditory Physiological Effects—
Non-auditory physiological effects or
injuries that theoretically might occur in
marine mammals exposed to strong
underwater sound include stress,
neurological effects, bubble formation,
resonance effects, and other types of
organ or tissue damage (Cox et al., 2006;
Southall et al., 2007). Studies examining
such effects are limited. In general, little
is known about the potential for pile
driving to cause auditory impairment or
other physical effects in marine
mammals. Available data suggest that
such effects, if they occur at all, would
presumably be limited to short distances
from the sound source and to activities
that extend over a prolonged period.
The available data do not allow
identification of a specific exposure
level above which non-auditory effects
can be expected (Southall et al., 2007)
or any meaningful quantitative
predictions of the numbers (if any) of

marine mammals that might be affected
in those ways. Marine mammals that
show behavioral avoidance of pile
driving, including some odontocetes
and some pinnipeds, are especially
unlikely to incur auditory impairment
or non-auditory physical effects.

Disturbance Reactions

Disturbance includes a variety of
effects, including subtle changes in
behavior, more conspicuous changes in
activities, and displacement. Behavioral
responses to sound are highly variable
and context-specific and reactions, if
any, depend on species, state of
maturity, experience, current activity,
reproductive state, auditory sensitivity,
time of day, and many other factors
(Richardson et al., 1995; Wartzok et al.,
2003; Southall et al., 2007).

Habituation can occur when an
animal’s response to a stimulus wanes
with repeated exposure, usually in the
absence of unpleasant associated events
(Wartzok et al., 2003). Animals are most
likely to habituate to sounds that are
predictable and unvarying. The opposite
process is sensitization, when an
unpleasant experience leads to
subsequent responses, often in the form
of avoidance, at a lower level of
exposure. Behavioral state may affect
the type of response as well. For
example, animals that are resting may
show greater behavioral change in
response to disturbing sound levels than
animals that are highly motivated to
remain in an area for feeding
(Richardson et al., 1995; NRC, 2003;
Wartzok et al., 2003).

Controlled experiments with captive
marine mammals showed pronounced
behavioral reactions, including
avoidance of loud sound sources
(Ridgway et al., 1997; Finneran et al.,
2003). Observed responses of wild
marine mammals to loud pulsed sound
sources (typically seismic guns or
acoustic harassment devices, but also
including pile driving) have been varied
but often consist of avoidance behavior
or other behavioral changes suggesting
discomfort (Morton and Symonds, 2002;
Thorson and Reyff, 2006; see also
Gordon et al., 2004; Wartzok et al.,
2003; Nowacek et al., 2007). Responses
to continuous sound, such as vibratory
pile installation, have not been
documented as well as responses to
pulsed sounds.

With both types of pile driving, it is
likely that the onset of pile driving
could result in temporary, short term
changes in an animal’s typical behavior
and/or avoidance of the affected area.
These behavioral changes may include
(Richardson et al., 1995): changing
durations of surfacing and dives,
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number of blows per surfacing, or
moving direction and/or speed;
reduced/increased vocal activities;
changing/cessation of certain behavioral
activities (such as socializing or
feeding); visible startle response or
aggressive behavior (such as tail/fluke
slapping or jaw clapping); avoidance of
areas where sound sources are located;
and/or flight responses (e.g., pinnipeds
flushing into water from haul-outs or
rookeries). Pinnipeds may increase their
haul-out time, possibly to avoid in-
water disturbance (Thorson and Reyff,
2006).

The biological significance of many of
these behavioral disturbances is difficult
to predict, especially if the detected
disturbances appear minor. However,
the consequences of behavioral
modification could be expected to be
biologically significant if the change
affects growth, survival, or
reproduction. Significant behavioral
modifications that could potentially
lead to effects on growth, survival, or
reproduction include:

¢ Drastic changes in diving/surfacing
patterns (such as those thought to cause
beaked whale stranding due to exposure
to military mid-frequency tactical
sonar);

¢ Habitat abandonment due to loss of
desirable acoustic environment; and

e Cessation of feeding or social
interaction.

The onset of behavioral disturbance
from anthropogenic sound depends on
both external factors (characteristics of
sound sources and their paths) and the
specific characteristics of the receiving
animals (hearing, motivation,
experience, demography) and is difficult
to predict (Southall et al., 2007).

Auditory Masking—Natural and
artificial sounds can disrupt behavior by
masking, or interfering with, a marine
mammal’s ability to hear other sounds.
Masking occurs when the receipt of a
sound is interfered with by another
coincident sound at similar frequencies
and at similar or higher levels. Chronic
exposure to excessive, though not high-
intensity, sound could cause masking at
particular frequencies for marine
mammals that utilize sound for vital
biological functions. Masking can
interfere with detection of acoustic
signals such as communication calls,
echolocation sounds, and
environmental sounds important to
marine mammals. Therefore, under
certain circumstances, marine mammals
whose acoustical sensors or
environment are being severely masked
could also be impaired from maximizing
their performance fitness in survival
and reproduction. If the coincident
(masking) sound were anthropogenic, it

could be potentially harassing if it
disrupted hearing-related behavior. It is
important to distinguish TTS and PTS,
which persist after the sound exposure,
from masking, which occurs only during
the sound exposure. Because masking
(without resulting in TS) is not
associated with abnormal physiological
function, it is not considered a
physiological effect, but rather a
potential behavioral effect.

Masking occurs at the frequency band
which the animals utilize so the
frequency range of the potentially
masking sound is important in
determining any potential behavioral
impacts. Because sound generated from
in-water vibratory pile driving is mostly
concentrated at low frequency ranges, it
may have less effect on high frequency
echolocation sounds made by porpoises.
However, lower frequency man-made
sounds are more likely to affect
detection of communication calls and
other potentially important natural
sounds such as surf and prey sound. It
may also affect communication signals
when they occur near the sound band
and thus reduce the communication
space of animals (e.g., Clark et al., 2009)
and cause increased stress levels (e.g.,
Foote et al., 2004; Holt et al., 2009).

Masking affects both senders and
receivers of the signals and can
potentially have long-term chronic
effects on marine mammal species and
populations. Recent research suggests
that low frequency ambient sound levels
have increased by as much as 20 dB
(more than three times in terms of SPL)
in the world’s ocean from pre-industrial
periods, and that most of these increases
are from distant shipping (Hildebrand,
2009). All anthropogenic sound sources,
such as those from vessel traffic, pile
driving, and dredging activities,
contribute to the elevated ambient
sound levels, thus intensifying masking.

Vibratory pile driving is relatively
short-term, with rapid oscillations
occurring for 10 to 30 minutes per
installed pile. It is possible that
vibratory pile driving resulting from this
proposed action may mask acoustic
signals important to the behavior and
survival of marine mammal species, but
the short-term duration and limited
affected area would result in
insignificant impacts from masking.

Impacts of geotechnical
Investigations—Limited data exist
regarding underwater noise levels
associated with Standard Penetration
Test (SPT) or Cone Penetrometer Test
(CPT) investigations, and no data exist
for SPT or CPT geotechnical
investigations in Cook Inlet or Knik
Arm. Geotechnical drilling for the POA,
which includes SPT or CPT sampling,

will be of smaller size and scale than the
full-scale drilling operations described
below. Hydroacoustic tests conducted
by Illingworth & Rodkin (2014a) in May
2013 revealed that underwater noise
levels from large drilling operations
were below ambient noise levels. On
two different occasions, Sound Source
Verification (SSV) measurements were
made of conductor pipe drilling, with
and without other noise-generating
activities occurring simultaneously.
Drilling sounds could not be measured
or heard above the other sounds
emanating from the rig. The highest
sound levels measured that were
emanating from the rig during drilling
were 128 dB rms, and they were
attributed to a different sound source
(Illingworth & Rodkin 2014a). Therefore,
NMFS will assume that sound impacts
from geotechnical investigations will
not rise to Level B harassment
thresholds.

Acoustic Effects, Airborne—Marine
mammals that occur in the project area
could be exposed to airborne sounds
associated with pile driving that have
the potential to cause harassment,
depending on their distance from pile
driving activities. Airborne pile driving
sound would not impact cetaceans
because sound from atmospheric
sources does not transmit well
underwater (Richardson et al., 1995);
thus, airborne sound may only be an
issue for pinnipeds either hauled-out or
looking with heads above water in the
project area. Most likely, airborne sound
would cause behavioral responses
similar to those discussed above in
relation to underwater sound. For
instance, anthropogenic sound could
cause hauled-out pinnipeds to exhibit
changes in their normal behavior, such
as reduction in vocalizations, or cause
them to temporarily abandon their
habitat and move further from the
source. Studies by Blackwell et al.
(2004) and Moulton et al. (2005)
indicate a tolerance or lack of response
to unweighted airborne sounds as high
as 112 dB peak and 96 dB rms.

Vessel Interaction

Besides being susceptible to vessel
strikes, cetacean and pinniped
responses to vessels may result in
behavioral changes, including greater
variability in the dive, surfacing, and
respiration patterns; changes in
vocalizations; and changes in swimming
speed or direction (NRC 2003). There
will be a temporary and localized
increase in vessel traffic during
construction. A maximum of three work
barges will be present at any time
during the in-water and over water
work. The barges will be located near
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each other where construction is
occurring. Additionally, the floating
pier will be tugged into position prior to
installation.

Potential Effects on Marine Mammal
Habitat

The primary potential impacts to
marine mammal habitat are associated
with elevated sound levels produced by
impact and vibratory pile driving in the
area. However, other potential impacts
to the surrounding habitat from physical
disturbance are also possible.

Potential Pile Driving Effects on
Prey—Test Pile activities would
produce continuous (i.e., vibratory pile
driving) sounds and pulsed (i.e. impact
driving) sounds. Fish react to sounds
that are especially strong and/or
intermittent low-frequency sounds.
Short duration, sharp sounds can cause
overt or subtle changes in fish behavior
and local distribution. Hastings and
Popper (2005) identified several studies
that suggest fish may relocate to avoid
certain areas of sound energy.
Additional studies have documented
effects of pile driving on fish, although
several are based on studies in support
of large, multiyear bridge construction
projects (e.g., Scholik and Yan, 2001,
2002; Popper and Hastings, 2009).
Sound pulses at received levels of 160
dB may cause subtle changes in fish
behavior. SPLs of 180 dB may cause
noticeable changes in behavior (Pearson
et al., 1992; Skalski et al., 1992). SPLs
of sufficient strength have been known
to cause injury to fish and fish
mortality.

The area likely impacted by the
proposed Test Pile Program is relatively
small compared to the available habitat
in Knik Arm. Due to the lack of
definitive studies on how the proposed
Test Pile Program might affect prey
availability for marine mammals there is
uncertainty to the impact analysis.
However, this uncertainty will be
mitigated due to the low quality and
quantity of marine habitat, low
abundance and seasonality of salmonids
and other prey, and mitigation measures
already in place to reduce impacts to
fish. The most likely impact to fish from
the proposed Test Pile Program will be
temporary behavioral avoidance of the
immediate area. In general, the nearer
the animal is to the source the higher
the likelihood of high energy and a
resultant effect (such as mild, moderate,
mortal injury). Affected fish would
represent only a small portion of food
available to marine mammals in the
area. The duration of fish avoidance of
this area after pile driving stops is
unknown, but a rapid return to normal
recruitment, distribution, and behavior

is anticipated. Any behavioral
avoidance by fish of the disturbed area
will still leave significantly large areas
of fish and marine mammal foraging
habitat in Knik Arm. Therefore, the
impacts on marine mammal prey during
the proposed Test Pile Program are
expected to be minor.

Effects to Foraging Habitat

The Cook Inlet beluga whale is the
only marine mammal species in the
project area that has critical habitat
designated in Cook Inlet. NMFS
designated critical habitat in portions of
Cook Inlet, including Knik Arm. NMFS
noted that Knik Arm is Type 1 habitat
for the Cook Inlet beluga whale, which
means it is the most valuable, used
intensively by beluga whales from
spring through fall for foraging and
nursery habitat. However, the area in
the immediate vicinity of POA has been
excluded from critical habitat
designation. The waters around POA are
subject to heavy vessel traffic and the
shoreline is built up and industrialized,
resulting in habitat of marginal quality.

The proposed Test Pile Program will
not result in permanent impacts to
habitats used by marine mammals. Pile
installation may temporarily increase
turbidity resulting from suspended
sediments. Any increases would be
temporary, localized, and minimal. POA
must comply with state water quality
standards during these operations by
limiting the extent of turbidity to the
immediate project area. In general,
turbidity associated with pile
installation is localized to about a 25-
foot radius around the pile (Everitt et al.
1980). Cetaceans are not expected to be
close enough to the project site driving
areas to experience effects of turbidity,
and any pinnipeds will be transiting the
terminal area and could avoid localized
areas of turbidity. Therefore, the impact
from increased turbidity levels is
expected to be discountable to marine
mammals. The proposed Test Pile
Program will result in temporary
changes in the acoustic environment.
Marine mammals may experience a
temporary loss of habitat because of
temporarily elevated noise levels. The
most likely impact to marine mammal
habitat would be from pile-driving
effects on marine mammal prey at and
near the POA and minor impacts to the
immediate substrate during installation
of piles during the proposed Test Pile
Program. Long-term effects of any prey
displacements are not expected to affect
the overall fitness of the Cook Inlet
beluga whale population or its recovery;
effects will be minor and will terminate
after cessation of the proposed Test Pile
Program.

Proposed Mitigation Measures

In order to issue an IHA under section
101(a)(5)(D) of the MMPA, NMFS must
set forth the permissible methods of
taking pursuant to such activity, “and
other means of effecting the least
practicable impact on such species or
stock and its habitat, paying particular
attention to rookeries, mating grounds,
and areas of similar significance, and on
the availability of such species or stock
for taking” for certain subsistence uses.
NMFS regulations require applicants for
incidental take authorizations to include
information about the availability and
feasibility (economic and technological)
of equipment, methods, and manner of
conducting such activity or other means
of effecting the least practicable adverse
impact upon the affected species or
stocks, their habitat. 50 CFR
216.104(a)(11). For the proposed project,
POA worked with NMFS and proposed
the following mitigation measures to
minimize the potential impacts to
marine mammals in the project vicinity.
The primary purposes of these
mitigation measures are to minimize
sound levels from the activities, and to
monitor marine mammals within
designated zones of influence
corresponding to NMFS’ current Level
A and B harassment thresholds which
are depicted in Table 5 found later in
the Estimated Take by Incidental
Harassment section.

In addition to the measures described
later in this section, POA would employ
the following standard mitigation
measures:

(a) Conduct briefings between
construction supervisors and crews,
marine mammal monitoring team, and
POA staff prior to the start of all pile
driving activity, and when new
personnel join the work, in order to
explain responsibilities, communication
procedures, marine mammal monitoring
protocol, and operational procedures.

(b) For in-water heavy machinery
work other than pile driving (using, e.g.,
standard barges, tug boats, barge-
mounted excavators, or clamshell
equipment used to place or remove
material), if a marine mammal comes
within 10 m, operations shall cease and
vessels shall reduce speed to the
minimum level required to maintain
steerage and safe working conditions.
This type of work could include the
following activities: (1) Movement of the
barge to the pile location or (2)
positioning of the pile on the substrate
via a crane (i.e., stabbing the pile).

Time Restrictions—Work would occur
only during daylight hours, when visual
monitoring of marine mammals can be
conducted.
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Establishment of Disturbance Zone or
Zone of Influence—Disturbance zones
or zones of influence (ZOI) are the areas
in which SPLs equal or exceed 160 dB
rms for impact driving and 125 dB rms
for vibratory driving. Note that 125 dB
has been established as the Level B
harassment zone isopleth for vibratory
driving since ambient noise levels near
the POA are likely to be above 120 dB
RMS and this value has been used
previously as a threshold in this area.
Disturbance zones provide utility for
monitoring conducted for mitigation
purposes (i.e., shutdown zone
monitoring) by establishing monitoring
protocols for areas adjacent to the
shutdown zones. Monitoring of
disturbance zones enables observers to
be aware of and communicate the
presence of marine mammals in the
project area but outside the shutdown
zone and thus prepare for potential
shutdowns of activity. However, the
primary purpose of disturbance zone
monitoring is for documenting incidents
of Level B harassment; disturbance zone
monitoring is discussed in greater detail
later (see “Proposed Monitoring and
Reporting”’). Nominal radial distances
for disturbance zones are shown in
Table 5. Given the size of the
disturbance zone for vibratory pile
driving, it is impossible to guarantee
that all animals would be observed or to
make comprehensive observations of
fine-scale behavioral reactions to sound.
We discuss monitoring objectives and
protocols in greater depth in ‘“Proposed
Monitoring and Reporting.”

In order to document observed
incidents of harassment, monitors
record all marine mammal observations,
regardless of location. The observer’s
location, as well as the location of the
pile being driven, is known from a GPS.
The location of the animal is estimated
as a distance from the observer, which
is then compared to the location from
the pile and the ZOIs for relevant
activities (i.e., pile installation). This
information may then be used to
extrapolate observed takes to reach an
approximate understanding of actual
total takes.

Soft Start—The use of a soft start
procedure is believed to provide
additional protection to marine
mammals by warning or providing a
chance to leave the area prior to the
hammer operating at full capacity, and
typically involves a requirement to
initiate sound from the hammer for 15
seconds at reduced energy followed by
a waiting period. This procedure is
repeated two additional times. It is
difficult to specify the reduction in
energy for any given hammer because of
variation across drivers and, for impact

hammers, the actual number of strikes at
reduced energy will vary because
operating the hammer at less than full
power results in “bouncing” of the
hammer as it strikes the pile, resulting
in multiple “strikes.” The project will
utilize soft start techniques for both
impact and vibratory pile driving. POA
will initiate sound from vibratory
hammers for fifteen seconds at reduced
energy followed by a 1 minute waiting
period, with the procedure repeated two
additional times. For impact driving, we
require an initial set of three strikes
from the impact hammer at reduced
energy, followed by a thirty-second
waiting period, then two subsequent
three strike sets. Soft start will be
required at the beginning of each day’s
pile driving work and at any time
following a cessation of pile driving of
20 minutes or longer (specific to either
vibratory or impact driving).

Monitoring and Shutdown for Pile
Driving

The following measures would apply
to POA’s mitigation through shutdown
and disturbance zones:

Shutdown Zone—TFor all pile driving
activities, POA will establish a
shutdown zone. Shutdown zones are
intended to contain the area in which
SPLs equal or exceed the 180/90 dB rms
acoustic injury criteria, with the
purpose being to define an area within
which shutdown of activity would
occur upon sighting of a marine
mammal (or in anticipation of an animal
entering the defined area), thus
preventing injury of marine mammals.
POA, however, will implement a
minimum shutdown zone of 100 m
radius for all marine mammals around
all vibratory and impact pile activity.
These precautionary measures would
also further reduce the possibility of
auditory injury and behavioral impacts
as well as limit the unlikely possibility
of injury from direct physical
interaction with construction
operations.

Shutdown for Large Groups—To
reduce the chance of POA reaching or
exceeding authorized take, and to
minimize harassment to beluga whales,
in-water pile driving operations will be
shut down if a group of five or more
beluga whales is sighted within or
approaching the Level B harassment 160
dB and 125 dB disturbance zones, as
appropriate. If the group is not re-
sighted within 20 minutes, pile driving
will resume.

Shutdown for Beluga Whale Calves—
Beluga whale calves are likely more
susceptible to loud anthropogenic noise
than juveniles or adults. If a calf is
sighted within or approaching a

harassment zone, in-water pile driving
will cease and will not be resumed until
the calf is confirmed to be out of the
harassment zone and on a path away
from the pile driving. If a calf or the
group with a calf is not re-sighted
within 20 minutes, pile driving will
resume.

Visual Marine Mammal
Observation—POA will collect sighting
data and behavioral responses to
construction for marine mammal
species observed in the region of
activity during the period of activity. All
observers will be trained in marine
mammal identification and behaviors
and are required to have no other
construction-related tasks while
conducting monitoring. POA will
monitor the shutdown zone and
disturbance zone before, during, and
after pile driving, with observers located
at the best practicable vantage points.
Based on our requirements, the Marine
Mammal Monitoring Plan would
implement the following procedures for
pile driving:

¢ Four MMOs will work concurrently
in rotating shifts to provide full
coverage for marine mammal
monitoring during in-water pile
installation activities for the Test Pile
Program. MMOs will work in four-
person teams to increase the probability
of detecting marine mammals and to
confirm sightings. Three MMOs will
scan the Level A and Level B
harassment zones surrounding pile-
driving activities for marine mammals
by using big eye binoculars (25X), hand-
held binoculars (7X), and the naked eye.
One MMO will focus on the Level A
harassment zone and two others will
scan the Level B zone. Four MMOs will
rotate through these three active
positions every 30 minutes to reduce
eye strain and increase observer
alertness. The fourth MMO will record
data on the computer, a less-strenuous
activity that will provide the
opportunity for some rest. A theodolite
will also be available for use.

e In order to more effectively monitor
the larger Level B harassment zone for
vibratory pile driving, one or more
MMOs shall be placed on one of the
vessels used for hydroacoustic
monitoring, which will be stationed
offshore.

e Before the Test Pile Program
commences, MMOs and POA
authorities will meet to determine the
most appropriate observation
platform(s) for monitoring during pile
driving. Considerations will include:

O Height of the observation platform,
to maximize field of view and distance

© Ability to see the shoreline, along
which beluga whales commonly travel
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O Safety of the MMOs, construction
crews, and other people present at the
POA

O Minimizing interference with POA
activities
Height and location of an observation
platform are critical to ensuring that
MMOs can adequately observe the
harassment zone during pile
installation. The platform should be
mobile and able to be relocated to
maintain maximal viewing conditions
as the construction site shifts along the
waterfront. Past monitoring efforts at the
POA took place from a platform built on
top of a cargo container or a platform
raised by an industrial scissor lift. A
similar shore-based, raised, mobile
observation platform will likely be used
for the Test Pile Program.

e POA will monitor a 100-meter
“shutdown” zone during all pile-driving
operations (vibratory and impact) to
prevent Level A take by injury. If a
marine mammal passes the 100-meter
shutdown zone prior to the cessation of
in-water pile installation but does not
reach the Level A harassment zone,
which is 14 m for pinnipeds 63 m for
cetaceans, there is no Level A take.

e MMOs will begin observing for
marine mammals within the Level A
and Level B harassment zones for 20
minutes before ““the soft start” begins. If
a marine mammal(s) is present within
the 100-meter shutdown zone prior to
the “soft start” or if marine mammal
occurs during “soft start” pile driving
will be delayed until the animal(s)
leaves the 100-meter shutdown zone.
Pile driving will resume only after the
MMOs have determined, through
sighting or by waiting 20 minutes, that
the animal(s) has moved outside the
100-meter shutdown zone. After 20
minutes, when the MMOs are certain
that the 100-meter shutdown zone is
clear of marine mammals, they will
authorize the soft start to begin.

¢ If a marine mammal is traveling
along a trajectory that could take it into
the Level B harassment zone, the MMO
will record the marine mammal(s) as a
“take” upon entering the Level B
harassment zone. While the animal
remains within the Level B harassment
zone, that pile segment will be
completed without cessation, unless the
animal approaches the 100-meter
shutdown zone, at which point the
MMO will authorize the immediate
shutdown of in-water pile driving before
the marine mammal enters the 100-
meter shutdown zone. Pile driving will
resume only once the animal has left the
100-meter shutdown zone on its own or
has not been resighted for a period of 20
minutes.

¢ Beluga whale calves are likely more
susceptible to loud anthropogenic noise
than juveniles or adults. If a calf is
sighted approaching a harassment zone,
in-water pile driving will cease and not
resume until the calf is confirmed to be
out of the harassment zone and on a
path away from the pile driving. If a calf
or the group with a calf is not re-sighted
within 20 minutes, pile driving may
resume.

o If waters exceed a sea-state which
restricts the observers’ ability to make
observations within the marine mammal
shutdown zone (the 100 meter radius)
(e.g. excessive wind or fog), impact pile
installation will cease until conditions
allow the resumption of monitoring.

o The waters will be scanned 20
minutes prior to commencing pile
driving at the beginning of each day,
and prior to commencing pile driving
after any stoppage of 20 minutes or
greater. If marine mammals enter or are
observed within the designated marine
mammal buffer zone (the 100m radius)
during or 20 minutes prior to pile
driving, the monitors will notify the on-
site construction manager to not begin
until the animal has moved outside the
designated radius.

o The waters will continue to be
scanned for at least 20 minutes after pile
driving has completed each day.

Mitigation Conclusions

NMFS has carefully evaluated the
applicant’s proposed mitigation
measures and considered a range of
other measures in the context of
ensuring that NMFS prescribes the
means of affecting the least practicable
impact on the affected marine mammal
species and stocks and their habitat. Our
evaluation of potential measures
included consideration of the following
factors in relation to one another:

e The manner in which, and the
degree to which, the successful
implementation of the measure is
expected to minimize adverse impacts
to marine mammals

e The proven or likely efficacy of the
specific measure to minimize adverse
impacts as planned

o The practicability of the measure
for applicant implementation,

Any mitigation measure(s) prescribed
by NMFS should be able to accomplish,
have a reasonable likelihood of
accomplishing (based on current
science), or contribute to the
accomplishment of one or more of the
general goals listed below:

1. Avoidance or minimization of
injury or death of marine mammals
wherever possible (goals 2, 3, and 4 may
contribute to this goal).

2. A reduction in the numbers of
marine mammals (total number or
number at biologically important time
or location) exposed to received levels
of pile driving, or other activities
expected to result in the take of marine
mammals (this goal may contribute to 1,
above, or to reducing harassment takes
only).

3. A reduction in the number of times
(total number or number at biologically
important time or location) individuals
would be exposed to received levels of
pile driving, or other activities expected
to result in the take of marine mammals
(this goal may contribute to 1, above, or
to reducing harassment takes only).

4. A reduction in the intensity of
exposures (either total number or
number at biologically important time
or location) to received levels of pile
driving, or other activities expected to
result in the take of marine mammals
(this goal may contribute to a, above, or
to reducing the severity of harassment
takes only).

5. Avoidance or minimization of
adverse effects to marine mammal
habitat, paying special attention to the
food base, activities that block or limit
passage to or from biologically
important areas, permanent destruction
of habitat, or temporary destruction/
disturbance of habitat during a
biologically important time.

6. For monitoring directly related to
mitigation—an increase in the
probability of detecting marine
mammals, thus allowing for more
effective implementation of the
mitigation.

Based on our evaluation of the
applicant’s proposed measures, as well
as other measures considered by NMFS,
our preliminarily determination is that
the proposed mitigation measures
provide the means of effecting the least
practicable impact on marine mammals
species or stocks and their habitat,
paying particular attention to rookeries,
mating grounds, and areas of similar
significance.

Proposed Monitoring and Reporting

In order to issue an ITA for an
activity, section 101(a)(5)(D) of the
MMPA states that NMFS must set forth,
“requirements pertaining to the
monitoring and reporting of such
taking.” The MMPA implementing
regulations at 50 CFR 216.104 (a)(13)
indicate that requests for ITAs must
include the suggested means of
accomplishing the necessary monitoring
and reporting that will result in
increased knowledge of the species and
of the level of taking or impacts on
populations of marine mammals that are
expected to be present in the proposed
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action area. POA submitted a marine
mammal monitoring plan as part of the
THA application. It can be found at
http://www.nmfs.noaa.gov/pr/permits/
incidental/construction.htm.

Monitoring measures prescribed by
NMEFS should accomplish one or more
of the following general goals:

1. An increase in the probability of
detecting marine mammals, both within
the mitigation zone (thus allowing for
more effective implementation of the
mitigation) and in general to generate
more data to contribute to the analyses
mentioned below;

2. An increase in our understanding
of how many marine mammals are
likely to be exposed to levels of pile
driving that we associate with specific
adverse effects, such as behavioral
harassment, TTS, or PTS;

3. An increase in our understanding
of how marine mammals respond to
stimuli expected to result in take and
how anticipated adverse effects on
individuals (in different ways and to
varying degrees) may impact the
population, species, or stock
(specifically through effects on annual
rates of recruitment or survival) through
any of the following methods:

= Behavioral observations in the
presence of stimuli compared to
observations in the absence of stimuli
(need to be able to accurately predict
received level, distance from source,
and other pertinent information);

= Physiological measurements in the
presence of stimuli compared to
observations in the absence of stimuli
(need to be able to accurately predict
received level, distance from source,
and other pertinent information);

= Distribution and/or abundance
comparisons in times or areas with
concentrated stimuli versus times or
areas without stimuli;

4. An increased knowledge of the
affected species; and

5. An increase in our understanding
of the effectiveness of certain mitigation
and monitoring measures.

Acoustic Monitoring

The POA will conduct acoustic
monitoring for impact pile driving to
determine the actual distances to the
190 dB re 1yPa rms, 180 dB re 1uPa rms,
and 160 dB re 1uPa rms isopleths,
which are used by NMFS to define the
Level A injury and Level B harassment
zones for pinnipeds and cetaceans for
impact pile driving. Encapsulated
bubble curtains and resonance-based
attenuation systems will be tested
during installation of some piles to
determine their relative effectiveness at
attenuating underwater noise. The POA
will also conduct acoustic monitoring

for vibratory pile driving to determine
the actual distance to the 120 dB re 1uPa
rms isopleth for behavioral harassment
relative to background levels (estimated
to be 125 dB re 1uPa in the project area).

A typical daily sequence of operations
for an acoustic monitoring day will
include the following activities:

¢ Discussion of the day’s pile-driving
plans with the crew chief or appropriate
contact and determination of setup
locations for the fixed positions.
Considerations include the piles to be
driven and anticipated barge
movements during the day.

e Calibration of hydrophones.

e Setup of the near (10-meter) system
either on the barge or the existing dock.
¢ Deployment of an autonomous or
cabled hydrophone at one of the distant

locations.

¢ Recording pile driving operational
conditions throughout the day.

¢ Upon conclusion of the day’s pile
driving, retrieve the remote systems,
post-calibrate all the systems, and
download all systems.

o A stationary hydrophone recording
system will be suspended either from
the pile driving barge or existing docks
at approximately 10 meters from the
pile being driven, for each pile driven.
These data will be monitored in real-
time.

e Prior to monitoring, a standard
depth sounder will record depth before
pile driving commences. The sounder
will be turned off prior to pile driving
to avoid interference with acoustic
monitoring. Once the monitoring has
been completed, the water depth will be
recorded.

¢ A second stationary hydrophone
will be deployed across the Knik Arm
near Port MacKenzie, approximately
2,800-3,200 meters from the pile, from
either an anchored floating raft or an
autonomous hydrophone recorder
package (Figure 13-2 and Figure 13-3 in
Application). At 3,000 meters, the
hydrophone will be located in the water
approximately three-quarters of the way
across Knik Arm. The autonomous
hydrophone is a self-contained system
that is anchored and suspended from a
float. Data collected using this system
will not be in real-time; the distant
hydrophones will collect a continuous
recording of the noise produced by the
piles being driven.

Vessel-based Hydrophones (One to
Two Locations):

e An acoustic vessel with a single-
channel hydrophone will be in the Knik
Arm open water environment to
monitor near-field and real-time
isopleths for marine mammals (Figure
13-1, Figure 13—4 in Application).

e Continuous measurements will be
made using a sound level meter.

¢ One or two acoustic vessels are
proposed to deploy hydrophones that
will be used to collect data to estimate
the distance to far-field sound levels
(i.e., the 120—125-dB zone for vibratory
and 160-dB zone for impact driving).

¢ During the vessel-based recordings,
the engine and any depth finders must
be turned off. The vessel must be silent
and drifting during spot recordings.

¢ Either a weighted tape measure or
an electronic depth finder will be used
to determine the depth of the water
before measurement and upon
completion of measurements. A GPS
unit or range finder will be used to
determine the distance of the
measurement site to the piles being
driven.

e Prior to and during the pile-driving
activity, environmental data will be
gathered, such as water depth and tidal
level, wave height, and other factors,
that could contribute to influencing the
underwater sound levels (e.g., aircraft,
boats, etc.). Start and stop time of each
pile-driving event and the time at which
the bubble curtain is turned on and off
will be logged.

e The construction contractor will
provide relevant information, in writing,
to the hydroacoustic monitoring
contractor for inclusion in the final
monitoring report:

Data Collection

MMOs will use approved data forms.
Among other pieces of information,
POA will record detailed information
about any implementation of
shutdowns, including the distance of
animals to the pile and description of
specific actions that ensued and
resulting behavior of the animal, if any.
In addition, POA will attempt to
distinguish between the number of
individual animals taken and the
number of incidents of take. At a
minimum, the following information
would be collected on the sighting
forms:

¢ Date and time that monitored
activity begins or ends;

¢ Construction activities occurring
during each observation period;

e Weather parameters (e.g., percent
cover, visibility);

e Water conditions (e.g., sea state,
tide state);

e Species, numbers, and, if possible,
sex and age class of marine mammals;

¢ Description of any observable
marine mammal behavior patterns,
including bearing and direction of travel
and distance from pile driving activity;

¢ Distance from pile driving activities
to marine mammals and distance from
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the marine mammals to the observation
point;

e Locations of all marine mammal
observations; and

e Other human activity in the area.

Reporting Measures

POA would provide NMFS with a
draft monitoring report within 90 days
of the conclusion of the proposed
construction work or 60 days prior to
any subsequent authorization,
whichever is sooner. A monitoring
report is required before another
authorization can be issued to POA.
This report will detail the monitoring
protocol, summarize the data recorded
during monitoring, and estimate the
number of marine mammals that may
have been harassed. If no comments are
received from NMFS within 30 days, the
draft final report will constitute the final
report. If comments are received, a final
report must be submitted within 30 days
after receipt of comments.

In the unanticipated event that the
specified activity clearly causes the take
of a marine mammal in a manner
prohibited by the IHA (if issued), such
as an injury, serious injury or mortality
(e.g., ship-strike, gear interaction, and/or
entanglement), POA would immediately
cease the specified activities and report
the incident to the Chief of the Permits
and Conservation Division, Office of
Protected Resources, NMFS, and the
Alaska Regional Stranding Coordinators.
The report would include the following
information:

e Time, date, and location (latitude/
longitude) of the incident;

e Name and type of vessel involved;

e Vessel’s speed during and leading
up to the incident;

e Description of the incident;

e Status of all sound source use in the
24 hours preceding the incident;

e Water depth;

e Environmental conditions (e.g.,
wind speed and direction, Beaufort sea
state, cloud cover, and visibility);

e Description of all marine mammal
observations in the 24 hours preceding
the incident;

¢ Species identification or
description of the animal(s) involved;

e Fate of the animal(s); and

e Photographs or video footage of the
animal(s) (if equipment is available).

Activities would not resume until
NMEFS is able to review the
circumstances of the prohibited take.
NMFS would work with POA to
determine what is necessary to
minimize the likelihood of further
prohibited take and ensure MMPA
compliance. POA would not be able to
resume their activities until notified by
NMEFS via letter, email, or telephone.

In the event that POA discovers an
injured or dead marine mammal, and
the lead MMO determines that the cause
of the injury or death is unknown and
the death is relatively recent (i.e., in less
than a moderate state of decomposition
as described in the next paragraph),
POA would immediately report the
incident to the Chief of the Permits and
Conservation Division, Office of
Protected Resources, NMFS, and the
NMFS Alaska Stranding Hotline and/or
by email to the Alaska Regional
Stranding Coordinators. The report
would include the same information
identified in the paragraph above.
Activities would be able to continue
while NMFS reviews the circumstances
of the incident. NMFS would work with
POA to determine whether
modifications in the activities are
appropriate.

In the event that POA discovers an
injured or dead marine mammal, and
the lead MMO determines that the
injury or death is not associated with or
related to the activities authorized in the
IHA (e.g., previously wounded animal,
carcass with moderate to advanced
decomposition, or scavenger damage),
POA would report the incident to the
Chief of the Permits and Conservation
Division, Office of Protected Resources,
NMFS, and the NMFS Alaska Stranding
Hotline and/or by email to the Alaska
Regional Stranding Coordinators, within
24 hours of the discovery. POA would
provide photographs or video footage (if
available) or other documentation of the
stranded animal sighting to NMFS and
the Marine Mammal Stranding Network.

Estimated Take by Incidental
Harassment

Except with respect to certain
activities not pertinent here, section
3(18) of the MMPA defines
“harassment” as: “Any act of pursuit,
torment, or annoyance which (i) has the
potential to injure a marine mammal or
marine mammal stock in the wild [Level
A harassment]; or (ii) has the potential
to disturb a marine mammal or marine
mammal stock in the wild by causing
disruption of behavioral patterns,
including, but not limited to, migration,
breathing, nursing, breeding, feeding, or
sheltering [Level B harassment].”

All anticipated takes would be by
Level B harassment resulting from
vibratory pile driving and impact pile
driving and are likely to involve
temporary changes in behavior. Physical
injury or lethal takes are not expected
due to the expected source levels and
sound source characteristics associated
with the activity, and the proposed
mitigation and monitoring measures are

expected to further minimize the
possibility of such take.

Given the many uncertainties in
predicting the quantity and types of
impacts of sound on marine mammals,
it is common practice to estimate how
many animals are likely to be present
within a particular distance of a given
activity, or exposed to a particular level
of sound, where NMFS believes take is
likely.

Upland work can generate airborne
sound and create visual disturbance that
could potentially result in disturbance
to marine mammals (specifically,
pinnipeds) that are hauled out or at the
water’s surface with heads above the
water. However, because there are no
regular haul-outs in the vicinity of the
site of the proposed project area, we
believe that incidents of incidental take
resulting from airborne sound or visual
disturbance are unlikely.

POA has requested authorization for
the incidental taking of small numbers
of Steller sea lion, harbor seal, harbor
porpoise, killer whale and beluga whale
near the project area that may result
from vibratory and impact pile driving
during activities associated with a Test
Pile Program.

In order to estimate the potential
incidents of take that may occur
incidental to the specified activity, we
must first estimate the extent of the
sound field that may be produced by the
activity and then consider in
combination with information about
marine mammal density or abundance
in the project area. We first provide
information on applicable sound
thresholds for determining effects to
marine mammals before describing the
information used in estimating the
sound fields, the available marine
mammal density or abundance
information, and the method of
estimating potential incidences of take.

Sound Thresholds

We use generic sound exposure
thresholds to determine when an
activity that produces sound might
result in impacts to a marine mammal
such that a take by harassment might
occur. To date, no studies have been
conducted that explicitly examine
impacts to marine mammals from pile
driving sounds or from which empirical
sound thresholds have been established.
These thresholds (Table 4) are used to
estimate when harassment may occur
(i.e., when an animal is exposed to
levels equal to or exceeding the relevant
criterion) in specific contexts; however,
useful contextual information that may
inform our assessment of effects is
typically lacking and we consider these
thresholds as step functions. NMFS is
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working to revise these acoustic
guidelines; for more information on that
process, please visit

www.nmfs.noaa.gov/pr/acoustics/
guidelines.htm.

TABLE 4—UNDERWATER INJURY AND DISTURBANCE THRESHOLD DECIBEL LEVELS FOR MARINE MAMMALS

Criterion

Criterion definition

Threshold *

Level A harassment ........cccccceeeeeeecivennenn.n.
Level B harassment ........cccccceeeevvcnvinnenn.n.

Level B harassment .........ccccceeeevecnninnenn.n.

PTS (injury)**

Behavioral disruption for impulse noise (e.g., im-
pact pile driving).

Behavioral disruption for non-pulse noise (e.g.,
vibratory pile driving, drilling).

190 dB RMS for pinnipeds.
180 dB RMS for cetaceans.
160 dB RMS.

125 dB RMS ***.

* All decibel levels referenced to 1 micropascal (re: 1 uPa). Note all thresholds are based off root mean square (RMS) levels
** PTS=Permanent Threshold Shift conservatively based on TTS (Temporary Threshold Shift)
*** Assuming ambient background noise of 125 dB RMS. Usually 120 dB RMS

Distance to Sound Thresholds

Underwater Sound Propagation
Formula—Pile driving generates
underwater noise that can potentially
result in disturbance to marine
mammals in the project area.
Transmission loss (TL) is the decrease
in acoustic intensity as an acoustic
pressure wave propagates out from a
source. TL parameters vary with
frequency, temperature, sea conditions,
current, source and receiver depth,
water depth, water chemistry, and
bottom composition and topography.
This formula neglects loss due to
scattering and absorption, which is
assumed to be zero here. The degree to
which underwater sound propagates
away from a sound source is dependent
on a variety of factors, most notably the
water bathymetry and presence or
absence of reflective or absorptive
conditions including in-water structures
and sediments. Spherical spreading
occurs in a perfectly unobstructed (free-
field) environment not limited by depth
or water surface, resulting in a 6 dB
reduction in sound level for each

doubling of distance from the source
(20*log[range]). Cylindrical spreading
occurs in an environment in which
sound propagation is bounded by the
water surface and sea bottom, resulting
in a reduction of 3 dB in sound level for
each doubling of distance from the
source (10*log[range]). A practical
spreading value of fifteen is often used
in the absence of reliable data and under
conditions where water increases with
depth as the receiver moves away from
the shoreline, resulting in an expected
propagation environment that would lie
between spherical and cylindrical
spreading loss conditions. Practical
spreading loss (4.5 dB reduction in
sound level for each doubling of
distance) is assumed here.

A review of underwater sound
measurements for similar projects was
undertaken to estimate the near-source
sound levels for vibratory and impact
pile driving at POA. Sounds from
similar-sized steel shell piles have been
measured in water for several projects.
Measurements conducted for the US
Navy Explosive Handling Wharf in the

Hood Canal, in the Puget Sound at
Naval Base Kitsap-Bangor, Washington,
are most representative due to the
similar pile size and depth of water at
the site. Underwater sound levels at 10
m for 48-inch-diameter pile installation
was measured at 164 dB RMS for
vibratory driving and 192 dB RMS for
impact driving (Illingsworth & Rodkin
2012, 2013). This data was used to
calculate distances to Level A and Level
B thresholds.

The formula for transmission loss is
TL = X log10 (R/10), where R is the
distance from the source assuming the
near source levels are measured at 10
meters (33 feet) and X is the practical
spreading loss value. This TL model,
based on the default practical spreading
loss assumption, was used to predict
distances to isopleths for Level A injury
and Level B harassment (Table 5). Pile-
driving sound measurements recorded
during the Test Pile Program will
further refine the rate of sound
propagation or TL and help inform the
APMP marine mammal monitoring
strategy.

TABLE 5—DISTANCES IN METERS TO NMFS’ LEVEL A (INJURY) AND LEVEL B HARASSMENT THRESHOLDS (ISOPLETHS)
FOR A 48-INCH-DIAMETER PILE, ASSUMING A 125-dB BACKGROUND NOISE LEVEL

Impact Vibratory
Pile(aindéﬁ;nse)ter Pinniped, level Cetacean, Level B Pinniped, level Cetacean, Level B
A injury level A injury harassment A injury level A injury harassment
190 dB 180 dB 160 dB 190 dB 180 dB 125 dB
48, unattenuated ............coecciiiieeeieiiees 14 m 63 m 1,359 km <10m <10m 3,981 m

The distances to the Level B
harassment and Level A injury isopleths
were used to estimate the areas of the
Level B harassment and Level A injury
zones for an unattenuated a 48-inch
pile. Note that 125 dB was used as the
Level B harassment zone isopleth since
ambient noise is likely elevated in that
area. Distances and areas were
calculated for both vibratory and impact

pile driving, and for cetaceans and
pinnipeds. Geographic information
system software was used to map the
Level B harassment and Level A injury
isopleths from each of the six indicator
test pile locations. Land masses near the
POA, including Cairn Point, the North
Extension, and Port MacKenzie, act as
barriers to underwater noise and
prevent further spread of sound

pressure waves. As such, the
harassment zones for each threshold
were truncated and modified with
consideration of these impediments to
sound transmission (See Figures 6—1—
6—6 in the Application). The measured
areas (Table 6) were then used in take
calculations for beluga whales.
Although sound attenuation methods
will be used during pile installation, it
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is unknown how effective they will be
and for how many hours they will be
utilized. Therefore, to estimate potential

exposure of beluga whales, the areas of
the harassment zones for impact and

vibratory pile driving with no sound
attenuation were used.

TABLE 6—AREAS OF THE LEVEL A INJURY ZONES AND LEVEL B HARASSMENT ZONES *

Impact
Level B harassment
Pinniped, level A | Cetacean, level
injury A injury Indicator test
piles 190 dB 180 dB 160 dB
Piles3and 4 .........cc...... <0.01 km2 .......... 2.24 km2 15.54 km2
Pile 1 .............. 2.71 km2 19.54 km2
Pile 2 .............. 2.76 km2 20.08 km2
Pile 5and 6 ... 2.79 km2 20.90 km2
Pile 7 o 2.80 km2 20.95 km2
Piles 8,9, 10 .....cccvvvenen 3.03 km2 22.14 km2

*Based on the distances to sound isopleths for a 48-inch-diameter pile, assuming a 125-dB background noise level.

Incidental take is estimated for each
species by estimating the likelihood of
a marine mammal being present within
a ZOlI, described earlier in the
mitigation section, during active pile
driving. Monitoring data recorded for
the MTRP were used to estimate daily
sighting rates for harbor seals and
harbor porpoises in the project area (See
Table 4—1 and 4-2 in Application).
Sighting rates of harbor seals and harbor
porpoises were highly variable, and
there was some indication that reported
sighting rates may have increased
during the years of MTRP monitoring. It
is unknown whether any increase, if
real, were due to local population
increases or habituation to on-going
construction activities. Shelden et al.
(2014) reported evidence of increased
abundance of harbor porpoise in upper
Cook Inlet, which may have contributed
to this pattern. As a conservative
measure, the highest monthly
individual sighting rate for any recorded
year was used to quantify take of harbor
seals and harbor porpoises for pile
driving associated with the Test Pile
Program.

The pile driving take calculation for
all harbor seal and harbor porpoise
exposures is: Exposure estimate = (N)
# days of pile driving per site, where:

N = highest daily abundance estimate
for each species in project area

Take for Steller sea lions was
estimated based on three sightings of
what was likely a single individual.
Take for killer whales was estimated
based on their known occasional
presence in the project area, even
though no killer whales were observed
during past MTRP monitoring efforts.

Beluga Whale

Aerial surveys for beluga whales in
Cook Inlet were completed in June and
July from 1993 through 2008 (Goetz et

*

al. 2012). Data from these aerial surveys
were used along with depth soundings,
coastal substrate type, an environmental
sensitivity index, an index of
anthropogenic disturbance, and
information on anadromous fish streams
to develop a predictive beluga whale
habitat model (Goetz et al. 2012). Three
different beluga distribution maps were
produced from the habitat model based
on sightings of beluga whales during
aerial surveys. First, the probability of
beluga whale presence was mapped
using a binomial (i.e., yes or no)
distribution and the results ranged from
0.00 to 0.01. Second, the expected group
size was mapped. Group size followed

a Poisson distribution, which ranged
from 1 to 232 individuals in a group.
Third, the product (i.e., multiplication)
of these predictive models produced an
expected density model, with beluga
whale densities ranging from 0 to 1.12
beluga whales/km2. From this model
Goetz et al. (2012) developed a raster
GIS dataset which provides a predicted
density of beluga whales throughout
Cook Inlet at a scale of one square
kilometer (See Figure 67 in the
Application). Habitat maps for beluga
whale presence, group size, and density
(beluga whales/km?2) were produced
from these data and resulting model,
including a raster Geographic
Information System data set, which
provides a predicted density of beluga
whales throughout Cook Inlet at a 1-km?
scale grid.

The numbers of beluga whales
potentially exposed to noise levels
above the Level B harassment
thresholds for impact (160 dB) and
vibratory (125 dB) pile driving were
estimated using the following formula:

Beluga Exposure Estimate = N * Area
* # days of pile driving where:

N = maximum predicted # of beluga
whales/km?

Area = Area of Isopleth (area in km?
within the 160-dB isopleth for impact
pile driving, or area in km2 within the
125-dB isopleth for vibratory pile
driving); (Table 6)

The beluga whale exposure estimate
was calculated for each of the six
indicator test pile locations separately,
because the area of each isopleth was
different for each location. The
predicted beluga whale density raster
(developed by Goetz et al. 2012) was
overlaid with the isopleth areas for each
of the indicator test pile locations. The
maximum predicted beluga whale
density within each area of isopleth was
then used to calculate the beluga whale
exposure estimate for each of the
indicator test pile locations. The
maximum density values ranged from
0.031 to 0.063 beluga whale/kmz2.

The area values from Table 6 were
multiplied by these maximum predicted
densities. The final step in the equation
is to account for the number of days of
exposure. As discussed in Section 1.2,
the maximum number of days of impact
pile driving, plus a 25 percent
contingency, is 31 days. As such, the
predicted exposure estimate for each of
the 10 indicator test piles was
multiplied by 3.1 to account for the
number of days of exposure. The
maximum number of days of vibratory
pile driving (10), plus a 25 percent
contingency, is 12.5 days. As such, the
predicted exposure estimate for each
indicator test pile was multiplied by
1.25 to account for the number of days
of exposure. The total estimated
exposure of beluga whales to Level B
harassment from impact pile driving
(160 dB) is 3.884. The total estimated
exposure of beluga whales to Level B
harassment from vibratory pile driving
(125 dB) is 15.361. The expected
number of beluga whale exposures for
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each indicator test pile and total
exposure estimates is shown in Table 7.

TABLE 7—MAXIMUM PREDICTED BELUGA WHALE DENSITIES AND EXPOSURE ESTIMATES WITHIN EACH OF THE SIX UNIQUE

ISOPLETH AREAS

s Vibratory
Impact drivin e .
F()160 dB) ’ (?g\é'gg) Impact driving V('jt;ir\ﬁtnory
Indicator test pile maximum maximum exposure exposugre
density densit estimate estimate
(whales/km?) (whales/kym2)
0.031 0.056 0.428 2.191
0.042 0.063 0.350 1.541
0.038 0.062 0.329 1.550
0.062 0.062 1.066 3.225
0.062 0.062 0.536 1.617
0.042 0.063 1.175 5.238
................................................ 3.884 15.361

Based on predicted beluga whale
density in the vicinity of the POA, an
estimated total of 19.245 beluga whales
could be exposed to noise levels at the
Level B harassment level during
vibratory and impact pile driving (Table
7).

Beluga whale distribution in Cook
Inlet is much more clumped than is
portrayed by the estimated density
model (See Figure 6-7 in Application).
Beluga whales are highly mobile
animals that move based on tidal
fluctuations, prey abundance, season,
and other factors. Generally, beluga
whales pass through the vicinity of the
POA to reach high-quality feeding areas
in upper Knik Arm or at the mouth of
the Susitna River. Although beluga
whales may occasionally linger in the
vicinity of the POA, they typically
transit through the area. It is important
to note that the instantaneous
probability of observing a beluga whale
at any given time is extremely low (0.0
to 0.01) based on the Goetz et al. (2012)
model; however, the probability of
observing a beluga whale can change
drastically and increase well above
predicted values based on season, prey
abundance, tide stage, and other
variables. The Goetz et al. (2012)
density model is the best available
information for upper Cook Inlet and for
the estimation of beluga whale density
across large areas. However, in order to
account for the clumped and highly
variable distribution of beluga whales,
we have accounted for large groups to
improve our estimate of exposure.

During previous POA monitoring,
large groups of beluga whales were seen
swimming through the POA vicinity.
Based on reported takes in monitoring
reports from 2008 through 2011, groups
of beluga whales were occasionally
taken by Level B harassment during

previous POA activities (See Table 6—9
in Application).

During past monitoring efforts, an
occasional group of animals was
observed, and on three occasions,
groups of five beluga whales or more
were observed (See Table 6-9 in
Application). Therefore, the use of the
beluga exposure estimate formula alone
does not account for larger groups of
beluga whales that could be taken, and
does not work well for calculating
relatively minor, short-term
construction events involving small
population densities or infrequent
occurrences of marine mammals.

The beluga density estimate used for
estimating potential beluga exposures
does not accurately reflect the reality
that beluga whales can travel in large
groups. As a contingency that a large
group of beluga whales could occur in
the project area, NMFS buffered the
exposure estimate detailed in the
preceding by adding the estimated size
of a notional large group of beluga
whales. Incorporation of large groups
into the beluga whale exposure estimate
is intended to reduce risk to the Test
Pile Program of the unintentional take of
a larger number of belugas than would
be authorized by using the density
method alone. A common convention in
statistics and other fields is use of the
95th percentile to evaluate risk. Use of
the 95th percentile of group size to
define a large group of beluga whales,
which can be added to the estimate of
exposure, calculated by the density
method, provides a conservative value
that reduces the risk to the POA of
taking a large group of beluga whales
and exceeding authorized take levels. A
single large group has been added to the
estimate of exposure for beluga whales
based on the density method, in the
anticipation that the entry of a large

group of beluga whales into a Level B
harassment zone would take place, at
most, one time during the project. To
determine the most appropriate size of
a large group, two sets of data were
examined: (1) Beluga whale sightings
collected opportunistically by POA
employees since 2008 (See Table 6—10
in Application), and (2) Alaska Pacific
University (APU) scientific monitoring
that occurred from 2007 through 2011
(See Table 6-11, Figure 1-1 in
Application). It is important to
understand how data were collected for
each data set to assess how the data can
be used to determine the size of a large
group.

POA employees are encouraged to
document opportunistic sightings of
beluga whales in a logbook. This has
resulted in a data set of beluga sightings
that spans all months over many years,
and includes estimates of group size.
Observations were not conducted
systematically or from the same
location, and this data set is likely to be
biased in that smaller groups or
individual whales are less likely to be
sighted than larger groups. However, the
data set contains good information on
relative frequency of sightings and
maximum group sizes. The APU data
were collected systematically by
dedicated observers, and bias against
small groups is likely less than for the
POA opportunistic sightings. However,
the APU data were collected over a
more limited range of dates, and
sampling effort was less in April and
May, when the Test Pile Program is
scheduled. Both data sets are useful for
assessing beluga group size in the POA
area.

The APU scientific monitoring data
set documents 390 beluga whale
sightings. Group size exhibits a mode of
1 and a median of 2, indicating that over



78194

Federal Register/Vol. 80, No. 241/ Wednesday, December 16, 2015/ Notices

half of the beluga groups observed over
the 5-year span of the monitoring
program were of individual beluga
whales or groups of 2. As expected, the
opportunistic sighting data from the
POA do not reflect this preponderance
of small groups. The POA opportunistic
data do indicate, however, that large
groups of belugas were regularly seen in
the area over the past 7 years, and that
group sizes ranged as high as 100
whales. Of the 131 sightings
documented in the POA opportunistic
data set, 48 groups were of 15 or more
beluga whales.

The 95th percentile of group size for
the APU scientific monitoring data is
11.1 beluga whales (rounded up to 12
beluga whales). This means that, of the
390 documented beluga whale groups in
this data set, 95 percent consisted of
fewer than 11.1 whales; 5 percent of the
groups consisted of more than 11.1
whales. Therefore, it is improbable that
a group of more than 12 beluga whales
would occur during the Test Pile
Program. This number balances reduced
risk to the POA with protection of
beluga whales. POA opportunistic
observations indicate that many groups
of greater than 12 beluga whales
commonly transit through the project
area. APU scientific monitoring data
indicate that 5 percent of their
documented groups consisted of greater
than 12 beluga whales. To reduce the
chance of the POA reaching or
exceeding authorized take, and to
minimize harassment to beluga whales,
in-water pile driving operations will be
shut down if a group of 5 or more beluga
whales is sighted approaching the Level
B harassment 160 dB and 125 dB
isopleths. Although POA would shut
down for groups of 5 or more belugas,
NMFS assumes here that a large group
occurring in the far reaches of the ZOI
may not be observed by the MMOs.

The total number of proposed takes of
Cook Inlet beluga whales is, therefore,
19.245 (density method) plus 12 (large
group method) rounded up to a
conservative 32 total incidents of take.
No Level A harassment is expected or
proposed.

Harbor Seal

Airborne noise was not considered in
this analysis since no known harbor seal
haul-out or pupping sites occur in the
vicinity of the POA. With the exception
of newborn pups, all ages and sexes of
harbor seals could occur in the project
area for the duration of the Test Pile
Program. However, harbor seals are not
known to regularly reside in the POA
area. For these reasons, any harassment
to harbor seals during test pile driving
will primarily involve a limited number

of individuals that may potentially
swim through the project area. Harbor
seals that are disturbed by noise may
change their behavior and be
temporarily displaced from the project
area for the short duration of test pile
driving.

The maximum number of harbor seals
observed during POA construction
monitoring conducted from 2005
through 2011 was 57 individuals,
recorded over 104 days of monitoring,
from June—November 2011. Based on
these observations, sighting rates during
the 2011 POA construction monitoring
period were 0.55 harbor seal/day. Take
by Level B harassment during 31 days
of impact and vibratory pile driving for
the Test Pile Program is anticipated to
be less than 1 harbor seal per day. With
in water pile driving occurring for only
about 27 hours over those 31 days, the
potential for exposure within the 160-
dB and 125-dB isopleths is anticipated
to be low. Level B take is conservatively
estimated at a total of 31 harbor seals
(31 days x 1 harbor seal/day) for the
duration of the Test Pile Program. Few
harbor seals are expected to approach
the project area, and this small number
of takes is expected to have no more
than a negligible effect on individual
animals, and no effect on the population
as a whole. Level B harassment has the
most potential to occur during the mid-
summer and fall when anadromous prey
fish return to Knik Arm, in particular
near Ship Creek south of the POA area.
Because the unattenuated 190-dB
isopleth is estimated to extend only 14
meters from the source, no Level A
harassment take is anticipated or
proposed under this authorization.

Steller Sea Lion

Steller sea lions are expected to be
encountered in low numbers, if at all,
within the project area. Based on the
three sightings of what was likely a
single individual in the project area in
2009, NMFS proposes an encounter rate
of 1 individual every 5 pile driving
days. The proposed Test Pile Program
will drive piles for up to 31 days and,
therefore, NMFS proposes the take of up
to 6 individuals over the duration of test
pile driving activities. Because the
unattenuated 190-dB isopleth is
estimated to extend only 14 meters from
the source, no Level A harassment take
is anticipated or proposed.

Harbor Porpoises

Aerial surveys designed specifically
to estimate population size for the three
management stocks of harbor porpoises
in Alaska were conducted in 1997,
1998, and 1999 (Hobbs and Waite 2010).
As part of the overall effort, Cook Inlet

harbor porpoises were surveyed 9—15
June 1998 by NMFS as part of their
annual beluga whale survey effort
(Hobbs and Waite 2010; Rugh et al.
2000). The survey yielded an average
harbor porpoise density in Cook Inlet of
0.013 harbor porpoise/kmz, with a
coefficient of variation of 13.2 percent.
Although the survey transited both
upper and lower Cook Inlet, harbor
porpoise sightings were limited to 8, all
of which were south of Tuxedni Bay, in
lower Cook Inlet; no harbor porpoises
were sighted during this survey in
upper Cook Inlet. Given the summer
timing of this survey effort and lack of
upper Cook Inlet sightings, NMFS
determined that use of this density for
estimating take of harbor porpoises in
association with the Test Pile Program,
which is planned for the fall season,
will not be appropriate.

Harbor porpoise sighting rates during
the POA pre-construction monitoring
period in 2007 were rare, and only four
sightings were reported in 2005 (Table
4-2). Harbor porpoise sighting rates in
the project area from 2008—2011 during
pile driving and other port activities
ranged from 0-0.09 harbor porpoise/
day. We have rounded this up to 1
harbor porpoise per day. Take by Level
B harassment during the Test Pile
Program over 31 days of pile driving
activity is estimated to be no more than
31 harbor porpoises (31 days x 1 harbor
porpoise/day). Harbor porpoises
sometimes travel in small groups, so as
a contingency, an additional 6 harbor
porpoise takes are estimated, for a total
of 37 Level B takes. With in-water pile
driving occurring for only about 27
hours over those 31 days, the potential
for exposure within the 160-dB and 125-
dB isopleths is anticipated to be low.
Because the unattenuated 190-dB
isopleth is estimated to extend only 63
meters from the source, no Level A take
is anticipated, nor requested under this
authorization.

Killer Whales

No killer whales were sighted during
previous monitoring programs for the
Knik Arm Crossing and POA
construction projects, based on a review
of monitoring reports. The infrequent
sightings of killer whales that are
reported in upper Cook Inlet tend to
occur